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""'""' 
~NVIRONMENT AL PROTECTION AGENCY 

EPA Registration No. Date of Issuance: 

. ft . Office of Pesticide Programs 

~ 
Regislration Division (7505P) July 6, 2012 
1200 Pennsylvania Ave., N.W. 2382-189 

Washing10n, D.C. 20460 

NOTICE OF PESTICIDE' 
Term of Issuance: 

0 Registration 
Unconditional 

D Reregistration 
(under lhc Federal Insecticide, Fungicide, and Rodenticide Act, as Name of Pesticide Product: 

amended) EH'IPRO® PLUS TOPICAL SOLUTlm; FOR DOGS 

Name and Address of Registrant (include ZIP Code): 

Virbac Animal Health, Inc. 
P.O. Box 162059 
Fort Worth, TX 76161 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to 
-and accepted by tl1e Registration Division prior to use of the label in commerce. In any correspondence on this product 
always refer to the above EPA registration number. --

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the Federal 
Insecticide, Fungicide and Rodenticide Act. 

Registralion is in no way to be construed as an endorsement or recommendation of this product by lhe Agency. In order to 
prolecl health and the environment, the Administrator, on his mol ion, may at any time suspend or cancel the registration of 
a pesticide in accordance with the Acl. The acceptance of any name in connection with the registration of a product under 
this Act is not to be construed as giving the rcgistranl a right 10 exclusive usc of the name or toils lJ..<;C if it has been 
covered by others. 

This action is taken under tlic authority or section 3(c)(5) of the Fcderallnsccticidc, Fungicide, and Rodenticide Act, as 
amended. Registration under this section does not eliminate the need for continual reassessment of pcslicides. EPA may 
require submission of data at any lime lo maimain llic regislration of your product. 

Terms of Registration 
I. EPA has registered the product listed above provided that the following change is made to the label before 

you release the product for shipment: 
Revise the EPA Registration Number to read: "EPA Registration No 2382-189 ." 

2. The Net Contents must be displayed in accordance with the description identified in the Labeling 
Consistency Committee's clarification. This information may be located at the following Agency web site 
under miscellaneous httQ://www.eQa.gov/oi1!:10000 I /re~ulatineilabels/label review fag.htm#miscellaneous. 
"Regarding listing net contents - Net weight or contents must be stated on a pesticide label in accordance with 
FIFRA (2)( q)(2)(C)(iii) and 40 CFR 156. I O(a)(l )(iii). EPA interpretation of the statutory and regulatory 
requirements is that the label must state the total weight for the entire contents as sold and distributed. In 

Signature of Approving Official: Date: 

Refer to Page 3 
July6,2012 

Richard J. Gebken, Product Manager (10) 
Registration Division, Insecticide Branch 

. ' EP.\ onn 8570 ·' 
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addition, the label may indicate the net weight and quantity of individual units within the carton. For example, "Net 
Weight 6.25 lbs. (20- 5oz. packets}." For additional infonnation regarding the Net Weight/Contents statement, 
please reference Chapter 17 of the Label Review Manual at http://www.epa.gov/oppfead 1Jlabeling/lrmlchan-
17.htm." 
3. This registration is time-limited and expires two years from the date this product is first released for shipment. 

You must provide the Agency with a projected "release for shipment date", in writing within 30 days of the date 
of this Notice of Registration. The Agency will calculate the expiration date based on the projected "release for 
shipment date" until an actual release for shipment date is provided in writing. 

4. Only one basic confidential statement offonnula (CSF} will be on file for this product at any time (i.e., no 
alternate fonnulations or minor fonnulation amendments will be submitted and/or approved for this product, 
except to allow for alternate sources of any individual inert ingredient}. 

5. You must submit the following data within the timeframe described below: 
Within sixteen ( 16} months of the date on this Notice of Registration, provide to the Agency acceptable data 
packages for Guideline Studies: OPPTS 830.6320 (Corrosion Characteristics) and OPPTS 830.6317 (Storage 
Stability). 

6. You must submit quarterly enhanced incident reports and quarterly sales inforn1ation in doses sold for this 
product for the quarter that begins on August I, 2012. The quarterly reports are due two months after the end of 
each quarter. Please flag any Confidential Business lnfonnation CBI} as such. Enhanced incident reporting 
should be submitted to the Product Manager. Quarterly sales information should be submitted to the 
Registration Division, Immediate Office (attn: Kimberly Nesci}. 

The following is a list ofinfonnation that must be included in the quarterly reports for each incident: 
EPA Registration Number 
Product name (brand name} 
Lot# 
Where purchased: internet, store, Veterinarian 
Active Jngredient(s} 
Weight range for product 
Date on which incident occurred, (mm/dd/yyyy} 
State in which the incident occurred, (standard 2 letter abbreviation} 
Registrant case # 
Species: dog, cat, other (specify} 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 
Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dennatological, Gl, respiratory, ocular, other Major signs noted 
Time to Onset: (hours, days} 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe} 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

7. Along with the enhanced incident reporting, you must submit an analysis of all incidents seen, to include the 
following details: 

a. All minor dem1al and ocular irritation reports. 
b. Summary table for dogs showing number of incidents of each severity code for each route ofexposure. 
Each incident should only be reported once. If one incident has several routes of exposure, the order should 
be ocular> oral> dennal. In other words, an incident with both oral and dennal exposure would be 
reported as oral exposure, and an incident with both ocular and oral exposure would be reported as ocular 
exposure. 
c. A similar summary table for cats (misuse or secondary exposure} showing number ofincidents of each 
severity code for each route of exposure. 
d. Summary table for dogs and table for cats showing number of incidents that are believed due to 
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secondary exposure (e.g., multi-pet households). 
e. A summary table for dogs showing number of incidents for each severity code for these age ranges: <3 
months, 3-6 months, 6-9 months, 9-12 months, I yr, 2 yr, 3 yr, 4 yr, 5 yr, 6 yr, 7 yr, 8 yr, 9 yr, IO yr, I I yr, 
12 yr, 13 yr, I 4 yr, I 5 yr, >I 5 yr. 
f. A summary table showing the number of dog incidents for each severity code for each pet weight range 
on the product label. 
g. A summary table for dog weight showing number of incidents for each product weight range. This 
table should show number of incidents in dogs weighing Jess than that product weight range, number of 
incidents in dogs in lower half of weight range, number of incidents in dogs in upper half of weight range, 
and dogs weighing more than the product weight range. 
h. Table showing number of incidents for each dog breed. 
1. Table showing number of incidents in dogs for each clinical sign. 
J. Table showing number of incidents in dogs for each organ system. 
k. Report aggregate incidents, but do not combine moderate and minor incidents. 

8. If EPA detemtines that future mitigation measures are necessary for all pet spot-on products, the Agency will 
inform all registrants concerned. Ifmitigation measures are necessary, EPA may take regulatory action. 

9. Virbac Inc. should adequately address all ofthe mitigation actions identified in the Agency's Generic Pet Spot­
On Mitigation Plan available at the following internet site: http://www.emuwv/pesticideslhealth/spot-on­
meetings.html. 

You must submit and/or cite all data required forregistration of your product under FIFRA Section 3(c)(5) 
when the Agency requires all registrants of similar products to submit such data, and submit acceptable responses 
required for registration review of your product under FIFRA. 

Two copies ofthe finished labeling must be submitted prior to releasing the productfor shipment. If you 
fail to comply with all of the Terms of Registration stated above, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e) and/or automatically expire. Your release for shipment of the product constitutes 
your acceptance of these conditions. 

A copy of your label stamped "Accepted with Comments" is enclosed for your records. If you have any 
questions concerning this action, please contact me Richard 1. Gebken at (703) 305-6701 or 
gebken. richard@epa.gov. 

Enclosure 

Sincerely, 

€~~~W,L 
Product Manager I 0 
Insecticide Branch 
Registration Division (7505C) 
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{Master Label} 
Virbac's Master Label 

Date December 14, 2011 Version US-8 
Fipronil + Pyriproxyfen Topical Solution for Dogs 

EPA Reg. No. 2382-XXX 

Vir hac 
EFFIPRO® PLUS TOPICAL SOLUTION FOR 
DOGS 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING){UP TO 22.9 LBS, 
[WEIGHING] 23 TO 44.9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING]89 TO 1321bs). 

ACTIVE INGREDIENTS: 
F1prnnil.. 

Pynproxyfen._. 

OTHER INGREDIENTS: 

TOTAL: 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

'.' ,_ __ 9.7% 

····------2-9% 

....... 87.4% 

------ 100.0% 

ACCEPI'ED 
witb COMMI!:NTS 
IIIBPA~Dated 

July 6, 2012 
IJiidllr ......... lnMe'Udck. n•• u-, _. AUls'itkilde .Act • 
.. -z 171'd, ... tM ,...udde 
l ...... l.ll!illlar ...,. Riii· No-

2382-189 

Harmful if swallowed or absorbed through the skin. Causes moderale eye irritation Avoid contact with skin, eyes. or clolhing. 
Wash hands thoroughly wilh soap and water after handling and before eab"ng. drinking, chewing gum, using tobacco, or using 
the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on puppies under 8 weeks of age. Sensitivities may occur after using ANY pesticide 
product for pets. If signs of sensitivity occur bathe your pet with mild soap and rinse with large amounts of water. If signs 
continue, consult a veterinarian immediately. Possible temporary irritation may occur at the site where EFFIPRO" PLUS Topical 
Solution for Dogs was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the 
lirst few days following application_ If an unusual reaction is observed following initial application, a veterinarian should be 
consulted before repeating application. Certain medications can interact with pesticides. 

FIRST AID 

IF SWALLOWED: . Call a poison control center or doctor immediately for treatment advice . . Have person sip a glass of water if able to swallow . . Do not induce vomiting unless told to do so by a poison control center or doctor_ . Do not qive anything by mouth to an unconscious person . 

IF IN EYES: . Hold eye open and rinse slowly and gently with water for 15-20 minutes. . Remove contact lenses, if present, after the lirs\5 minutes, then continue rinsing eye . . Calla son control center or doctor for treatment advice_ 

IF ON SKIN OR • Take off oontam'inated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for 15·20 minutes . • . Call a ooison control center or doctor for treatment advice . 

EI'A Reg_ No. 2382-xu pending Master LOOd page I of 5 
71612012 
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Have product container or label with you when catting a poison control center or doctor, or going for treatment. 

You may also contact the Hotline number 1-800-338-3659 for human and veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner inconsistent w1th its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR DOG. READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON 
CATS. KITTENS. OR RABBITS. 00 NOT USE ON OTHER ANIMALS. 

~--~-~---~------------­{that may [which may[ transmit [carry] Lyme disease). mosquitoes and chewing lice: apply to DOGS or PUPPIES {8 weeks old 
or older) as follows: 

APPLICATION DIRECT10NS 

1. Remove one applicator from packaging. 
Hold appf1cator upr'1ght and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment applicaUon. 

3. Part dog's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. For small dogs (12 weeks old or older) and weighing up to 22.91bs- Deposit 
entire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45.fl8.9 lbs- Apply the product evenly to three spots on the dog's 
back, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 
3b, squeezing the applicator until empty. 

3c. For extra large dogs 89-132 lbs- Apply the product evenly to four spots on the dog's back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. Ensure that EFFIPRO"' PLUS Topical Solution for Dogs is not applied superficially on dog's 
hair. 

FREQUENCY OF APPLICATION 
Research has shown that fiea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPRO"' PLUS 
Topical Solution for Dogs. 
Fleas: EFFIPRO"' PLUS Topical Solution for Dogs can kill adult fieas for up to three months. Apply monthly if your dog has 
fie as that may cause Flea Allergy Dermatitis (FAD). or if reinfestabon is likely. EFFIPRO"' PLUS Topical Solution for Dogs can 
control fiea eggs for up to three months (90 days). 
Ticks: EFFIPRO"' PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed 
Chewing Lice: EFFIPRO"' PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly where 
chewing lice control is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO" PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours (for up to 7 
days) and within 48 hours {for up to 28 days). 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PLUS Topical Solution for Dogs. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 

STORAGE: store unused product in original container only, out of reach of children and animals. 
PESTICIOEfCONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
if available. If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contrary to label instructions. To the extent consistent with applicable law. any damage arising from a breach of this 

EPA Reg. No. 2382-xxx pending Master Lcllct pagc2 of 5 
7i6/20t2 
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warranty shall be limited to direct damages and shall not include conselluential commercial damages such as loss of profit or 
values-

How supplied: For easy and convenient application, EFFIPRO" PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.g lbs (0.023 fl oz)/(0_67 ml). medium dogs 23-44_g lbs (0.045 tl oz)/(1.34 
ml), large dogs 45-88.91bs (O.Og t fl oz)/(2.68 ml), and extra large dogs 89-1321bs (0_ f36 tl oz)/(4.02 ml). 

Net Contents: 

1, 3, 6 or 36 single-dose applicator(s) per package. Each applicator contains 0.023 tl oz (0.67 ml), 0_045 tl oz (1.34 ml), O.Ogt 
fi oz (2.68 ml). or0.136 fi oz (4.02 ml) (of solution). 

(Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy) 

EPA Reg. No. 2382-xxx 

EPA Est No. 2382-xxxx 

V!RBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TX 76f6f 
1-800-338-3659 

Made in France 
EFFIPRO" is a registered trademark o1 Virbac SA in the United States 
Questions or comments? 
Call: f-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) for dire<:tions for use and frequency of application 
Open resealable label for directions for use 
Open reseal able labS for d'1rections for use and storage and disposal 
See back panel1or additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 

See enclosed insert(s) for directions for use 

Photograph of dog or puppy 

Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs only 
Use only on dogs 

{Text for Foil of Blister package} 

Virbac 
EFFIPRO" PLUS Topical Solution for Dogs 
Only for use (on dogs up to 22.91bs, on dogs 23-44,g !bs, on dogs 45-88.9 !bs, on dogs 89-1321bs) I (0.023 f! oz [0.67 
mLJ, 0.045 f! oz [1.34 mLJ, 0.09 f fl oz [2.68 ml], 0.136 f! oz [4.02 mLO. 
Contains fipronil (g_7%) and pyriproxyfen (2_g%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label/or additional directions 
EPA Reg_ No_ 2382-xxx 

{Text for Applicator Tube} 
Virbac 

EFFIPRO"' PLUS 
Topical Solution for Dogs 

Only for use on dogs 
up to 22.91bs (23-44.91bs, 45-88.91bs, 89-t32 !bs) 

0.023 f! oz [0.67 mLJ (0.045 fl oz [1.34 mLJ, o.og1 fl oz [2.68 
mLJ, 0.136 fl oz [4.02 mLJ) 

Contains fipron1l (g_7%) and pyriproxyfen (2.9%) 
KEEP OUT OF REACH 

OF CHILDREN 
CAUTION 

See full label for additional directions 
EPA Reg. No. 2382-)()(X 

EPA Reg. No. 2382-x.xx pending M~stcr Label page 3 of 5 
7/6/20!2 
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MARKETING CLAIMS 
[Multiple infestations] 

]Fleas] 

For convenient, quick-acting, long-lasting, effective control of fleas, ticks, mosquitoes and chewing lice. 
For convenient, quick-acting, tong-tasting, effective controt of fleas, ftea eggs, flea larvae, ticks, mosquitoes 
and chewing lice. 
EFFIPRO" PLUS Topical Solution for Dogs contains the active ingredient fipronil, which controls infestations caused 
by fieas. ticks. mosquitoes and chewing lice (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 
22.9 lbs, weighing 23 to 44.9 lbs, weighing 45 to 88.9 lbs, weighing 89 to 1321bs). 
EFFIPRO"' PLUS Topical Solution for Dogs contains the active ingredient pyriproxyfen. which controls reinfestations 
caused by fleas eggs and flea larvae (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 22.91bs, 
weighing 23 to 44_9lbs, weighing 45 to 88.91bs, weighing 89 to 1321bs). 
For easy and convenient application, EFFIPRO"' PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to22.9 lbs (0.023 fl oz) (0.67 mL), medium dogs 23-44.9 lbs 
(0.045 fl oz) (1.34 mL), large dogs 45-83.91bs (0.091 fl oz) (2.68 mL), and extra large dogs 89-132 lbs (0.136 fl 
oz) (4.02 mL). 
For killing fleas. (flea eggs, fiea larvae,) all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 
Deer ticks (that [which] may transmit ]carry) Lyme disease), mosquitoes and chewing lice; apply to DOGS or 
PUPPIES (8 weeks old or older) as follows; (followed by application directions). 
Persistent flea and tick efficacy for up to one month (4 weeks) 
Prevents flea and tick (re-)infestation for up to one month (4 weeks) 
Kills fleas and ticks for up to one month (4 weeks) 
Apply monthly for control and prevention of fleas and ticks 
Kllls fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis. ehrtichiosis, 
bartonellosis (and hepatozoonosis). 
Kills fleas, (flea eggs, flea larvae.) ticks. mosquitoes and chewing lice 
Kills fieas, (flea eggs, flea larvae,) ticks, mosquitoes and lice 
Effective monthly control of fleas and ticks 
Effective monthly application lor fleas and ticks 
Effective monthly application for dogs against fleas and ticks 
Smgle application kills fleas and ticks 
Single application lasts 4 weeks (one month) 
Research has shown that flea. tick and chewing lice infestations can be completely controlled with monthly 
applications of EFFIPRO"' PLUS Topical Solution for Dogs_ 
Fleas: EFFIPRO"' PLUS Topical Solution for Dogs can kill adult fleas, flea eggs and flea larvae for up to three 
months. Apply monthly if your dog has fleas that may cause Flea Allergy Dermatitis (FAD). or if reinfestation is likely. 
Ticks: EFFIPRO"' PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick 
control is consistently needed. 
Chewing Lice: EFFIPRO"' PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly 
where chewing lice control is consistently needed. 
Mosquitoes: When applied monthlY, EFFIPRO" PLUS Topical Solution fOr Dogs can kill mosquitoes within 24 hours 
(for up to 7 days) and within 48 hours (for up to 28 days). 

Kills newly emerged adult fleas prior to egg laying 
Kills fleas. flea eggs and flea larvaa 
Sterilizes and kills (adult) fleas 
Prevents all flea stages (adult fleas. flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
With pyriproxyfen {IGR)" to break flea life cycle 
• insect growth regulator 

• Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
Kills fleas that may transmit bartonellosis 
Kills fleas that may transmit (bartonellosis), (tularemia) (and) (tapeworm) 
Kills fieas that may transmit {bartonellosis). (tularemia) (and) (tapeworm infestations). 
Kills fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Effective monthly application against fleas 
Effective monthly control of fieas 

• Kills adult fleas for up to one month (4 weeks) 
Kills fleas 
Easy to apply, control of(for) fleas that lasts 1 month (4 weeks) 
East to apply, flea control that lasts up to t (one) month (4 weeks) 
EFFIPRO"' PLUS Topical Solution for Dogs kills fleas on your dog 
Kills adutt fleas which may cause Flea Allergy Dermatitis (FAD) 
Kills fleas which (that) may cause flea-bite anemia 

• Fleas do not have to bite to die 
EFFIPRO"' PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis) 

• The success1ve feeding actlvity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Prevents fie a eggs from hatching or developing into larvae or adult stages (for up to 90 days (3 months)) 

EPA Reg:. No. 2382-xxx pending Master Labd page 4 of 5 
7/6/2012 

8



[Ticks} 
Kills all stages of Brown dog ticks, Amencan dog ticks, Lone Star ticks, and Deer ticks (including those that may 
transmit Lyme disease. Rocky Mountain Spotted Fever. babesiosis, ehrlichiosis and anaplasmosis} 
Kills ticks including Deer ticks (that may transmit Lyme disease}, American dog ticks (that may transmit Rocky 
Mountain Spotted Fever}, Brown dog ticks (that may transmit ehrflch'losis}. and Lone Star l'lcks (that may transmit 
hepatozoonosis} for up to one month (4 weeks}. 
Kills ticks including Deer ticks (that may transmit Lyme disease}, American dog ticks (that may transmit Rocky 
Mountain Spotted Fever}, and Brown dog ticks (that may transmit ehrlichiosis} for up to one month (4 weeks}. 
Kills Brown dog ticks (Rhipicepha/l,ls spp}, American dog ticks (0ermaoonlorvariabl1is}. Deer ticks (Ixodes spp) 
and Lone Star ticks (Amblyomma americanum} for up to one month (4 weeks]. 
Kills fLone Star ticksf (Amblyomma americanum) for 4 weeks (lor up to one month}. 
Effective monthly application against ticks 

[Mosquitoes] 

Kills mosquitoes 
Kills mosquitoes for up to 28 days 

[All others} 

EFFIPRO"' PLUS Topical Solution for Dogs aids in (the} control of sarcoptic mange mite infestations 
Aids in (the} control ol sarcoptic mange mite infestations 
Elimination ol sarcoptic mange mites may require multiple monthly applications. 
Chewing lice infestations are rapidly eliminated 
May be used on puppies from 8 weeks of age 
Only for dogs and puppies 8 weeks old or older (weighing up to 22.9 lbs, 23 to 44.9 lbs, weighing 45 to 88.9 lbs, 
weighing 89 to 132 lbs} 

• Easy, spot.-on (topical} application 
Convenient topical application for dogs 
Easy to apply spot-on (topical} application 
Quick drying, non-greasy 
Convenient, easy to apply 
Easy and convenient application (applications} 
Convenient to use (easy to apply} 
Once monthly application 
Single application lasts up to 4 weeks (I month) (one month} 
I (3. 6 or 36} applicator(s} (tube(s}} 0.023 t1 oz (0.67 mL} 
I (3. 6 or 36} applicator(s} [tube(s}l 0.045 fl oz (1.34 mL} 
1 (3, 6 or 36} applicator(s} {tube(s}l 0.09 t fl oz (2.68 mL} 
1 (3, 6 or 36} applicator(s} Uube(s}] 0.136 fl oz {4.02 mL} 

• t (3, 6, 36} month(ly} dose(s} (applications} 
t (3, 6 or 36) applicator(s} ltube(s}l (each} containing 0.023 fi oz (0.67 mL} 
1 (3. 6 or 36} applicator(s} ltube(s}) (each} containing 0.045 fl oz (1.34 mL} 
1 (3. 6 or 36} applicator(s} (tube(s}} (each} containing 0.091 fl oz (2.68 mL} 
I (3. 6 or36} applicator(s} [tube(s}] (each} containing 0_ t36 fl oz (4.02 mL} 
1 applicator (tube) I month(ly} dose 
3 applicators (tubes} 3 monthly doses (applications} 

• 6 applicators (tubes} 6 monthly doses (applications} 
36 applicators (tubes} 36 monthly doses (applications} 
1 (3, 6, 36} applicator(s} containing 0.023 fl oz [0.67 mL], (0.045 fl oz (1.34 mL], 0.091 fl oz 12.68 mLI. 0.136 fl oz {4.02 
mL]} 
Available from veterinarians 
Remains effective after exposure to sunlight 
Remains effective after bathing and swimming 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 
Remains effective after exposure to rain and sunlight 
Still works after bathing, swimming or exposure to sunlight 
Still works after exposure to sunlight 

• Maintains residual efficacy after bathing and swimming 
• EFFIPRO" PLUS Topical Solution for Dogs is effective after bathing, shampooing, water immersion. or sunlight 

exposure. 
Waterproof (remains effective after bathing and swimming} 

EPA Reg. No. 2}82-xxx pending Master Label page 5 of 5 
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{Master Label} 
Virbac's Master Label 

Date December 14,2011 Version US-8 
Fipronil + Pyriproxyfen Topical Solution for Dogs 

EPA Reg. No. 2382·XXX 

Virbac 
EFFIPRO® PlUS TOPICAL SOLUTION FOR 
DOGS . "''"" ____ ,D ~ :~s;.w vV,.. .,. 

.. " r-1 !. ·,.;ff.l.O~!'.,I """ 
FOR usE ONLvoN-b1G~ AND ;~PPIES 8 WEEKS OLD OR OLDER (WEIGHING)(UP TO 22.9 LBS, 
[WEIGHING] 23 TO 44.9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 132 lbs). 

ACTIVE INGREDIENTS: 
.. .............. g.7% Fipronil ... 

Pyriproxyfen .. .. ............................................................ 2.g% 

OTHER INGREDIENTS: 

TOTAl:. 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

............. 87.4% 

. ........... 100.0% 

Harmful if swallowed. Causes moderate eye initation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly wilh 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMAlS 

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitiv~ies, while rare, may occur after using 
ANY pesticide product. Possible temporary irritation may occur at the site where EFFIPRO" PLUS Topical Solution for Dogs 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaction is observed following initial application, a veterinarian should be consuHed before 
repeating application. Certain medications can interact with pesticides. Consult a veterinarian before using on medk:aled, 
debilitated or aged dogs. 

IF SWAllOWED: Call a poison control center or dOJ;tor immediately for treatment advice. 

IF IN EYES: 

IF ON SKIN OR 
ClOTHING: 

Have person sip a glass of water if able lo swallow. 

• Do not induce vomiting unless told to do so by a poison control center or doctor. 

• Hold eye open and rinse slowly and gently wilh water for 15-20 minutes. 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 

• 
• Take off contaminated clothing. 

• Rinse skin immediately with plenty of water for 15-20 minutes. 

I 

You may also contact the Hotline number 1-800·338-3659 for human and veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

EPA Reg. No. 2382-xxx pending Ma.;ler Label page I of 5 
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DIRECTIONS FOR USE 
II is a violation of Federal law to use this product in any manner inconsislenl with its labeling. Do no! allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

For killing fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog tlcks, Lone Star ticks, and Deer ticks 
(!hat may (which may] transmit [carl)'] Lyme disease), mosquiloes and chewing lice; apply to DOGS or PUPPIES (8 weeks old 
or older) as follows: 

APPLICATION DIRECTIONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place olher end back onto applicalor lip. 
Push cap down to break seal. 
Remove cap prior lo treatment apPlication. 

3. Part dog's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. For small dogs {12 weeks old or older) and weighing upto22.9 lbs-Deposit 
entire contents by squeezing the entire applicalor contents onto dog's skin, at 
a single sile, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 2344.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spols on the dog's 
back, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 

3b, squeezing the applicator until amply. 
3c. For extra large dogs 89·132 lbs· Apply the product evenly to four spots on the dog's back, starting between the 

shoulder blades and continuing on to the second. third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. Ensure that EFFIPR0° PLUS Topical Solution for Dogs is not applied superficially on dog's 
hair. 

FREQUENCY OF APPLICATION 

~ 
~ 

Do not get the 
product In your dog's 

eyes or mDuth 

·~ 
Do not get the 

product io your dog's 
eyes or mouth 

Do not gel the 
product in your dog's 

eyes or mouth 

Research has shown that flea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPR0° PLUS 
Topical Solulion for Dogs. 
Fleas: EFFIPRd' PLUS Topical Solulion for Dogs can kill adult fleas for up to three months. Apply monlhly if your dog has 
fleas that may cause Flea Allergy Dermatitis {FAD), or if reinfestation is likely. EFFIPR0° PLUS Topical Solution for Dogs can 
control flea eggs for up to three months {90 days). 
Ticks: EFFIPR0° PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly wi1ere tick control is 
consistently needed. 
Chewing Lice: EFFIPR0° PLUS Topical Solulion for Dogs can kill chewing lice for a monlh or longer. Apply monthly where 
chewing lice control is consistently needed. 
Mosquitoes: When applied monlhly, EFFIPR0° PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours (for up to 7 
days) and wilhin 48 hours {for up to 28 days). 
Notes: Wait at least30 days before re-applicalion of EFFIPRO" PLUS Topical Solution for Dogs. Avoid contact with treated 
area until dl)l. 

STORAGE AND DISPOSAL 

Do not contaminate water, food. or feed by storage and disposal. 

STORAGE: Store unused product in original container only, out of reach of children and animals. 

PESTICIDE/CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
if available. If partially filled: Call your local solid waste agency for disposal inslructlons. Never place unused producl down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To the extent consistent with apPlicable law, buyer assumes all risks of use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contral)l to label instructions. To the extent consislent with applicable law, any damage arising from a breach of this 
warranty shall be limited to direct damages and shall not include consequential commercial damages such as loss of profit or 
values. 

EPA Reg. No. 2382-xxx pending Masler Label page 2 of 5 
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How supplied: For easy and convenient application, EFFIPRO"' PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.91bs (0.023 fl oz)/(0.67 ml), medium dogs 23-44.91bs (0.045 fl oz)/(1.34 
ml).large dogs 45·88.91bs (0.091 fl oz)/(2.68 ml), and extra large dogs 89-l321bS (0.136 fl oz)/(4.02 ml). 

Net Contents: 
1, 3, 6 or 36 single·dose applicator(s) per package. Each applicator contains 0.023 fl oz (0.67 ml), 0.045 fl oz (1.34 ml), 0.091 
fl oz (2.68 ml), or 0.13611 oz (4.02 ml) (of solullon). 

(Detachable) calendar (monthly application) reminder slickers (with illustration of dog or puppy) 

EPA Reg. No. 2382-xxx 
EPA Est. No. 2382-xxxx 

VlRBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TX 76161 
1-800-338-3659 

Made in France 
EFFIPR0° is a registered trademark of Virbac SA in the United Stales 
Questions or comments? 
Call: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 

See package insert(s) for directions for use and frequency of application 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precaullonary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 
See enclosed insert(s) lor directions for use 

Photograph of dog or puppy 

Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs only 
Use only on dogs 

{Text for Foil of Blister package} 

Vfrbac 
EFFIPRo"' PLUS Topical Solution for Dogs 
Only for use (on dogs up1o 22.9lbs, on dogs 23-44.9lbs, on dogs 45-88.91bs, on dogs 89-132lbs) I (0.023 fl 02: [0.67 
mLJ, 0.045 fl oz [1.34 mLL 0.091 fl 02: [2.68 mLJ, 0.136 fl oz [4.02 mLO. 
Contains lipronil (9.7%) and pyriproxyfen (2.9%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-)()0( 

{Text for Applicator Tube} 

Virbac 
EFFIPR0° PLUS 

Topical Solution for Dogs 
Only for use on dogs 

up to 22.9 lbs (23-44.9lbs, 45-88.9lbs, B9-1321bs) 
0.023 fl oz [0.67 ml] (0.045 fl oz [1.34 ml], 0.091 fl oz [2.68 

ml], 0.136 fl oz [4.02 ml.l) 
Contains fipronil (9.7%) and pyriproxyfen (2.9%) 

KEEP OUT OF REACH 
OF CHILDREN 

CAUTION 
See full label for additional directions 

EPA Reg. No. 2382-xxx 

EPA Reg. No. 2382-xxx pending Master Label page 3 ol" 5 
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MARKETING CLAIMS 
(Multiple infestations] 

• For convenient, quick-acting, long-lasting, effective control of fleas, !leks, mosquitoes and chewing lice. 
• For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea larvae, ticks, mosquitoes 

and chewing lice. 
EFFIPR0° PLUS Topical Solution for Dogs contains the active ingredient fipronil, which controls infestations caused 
by fleas, ticks, mosquitoes and chewing lice (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up lo 
22.91bs. weighing 23 to44.91bs, weighing 45 to 88.91bs, weighing 89 to 1321bs). 

• EFFIPRO"' PLUS Topical Solution for Dogs contains the active ingredient pyriproxyfen, which controls reinfestations 
caused by fleas eggs and flea larvae (on dogs) (DOGS or PUPPIES) (8 weeks old or older) {weighing up to 22.91bs, 
weighing 23 to 44.91bs, weighing 45 to 88.91bs, weighing 89 to 1321bs). 

• For easy and convenient application, EFFIPR0° PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.91bs (0.023 fl oz) (0.67 mL), medium dogs 23-44.91bs 
(0.045 fl oz) (1.34 mL), large dogs 45-88.9 lbs {0.091 fl oz) (2.68 mL), and extra large dogs 89-t32 lbs (0.136 fl 
oz) (4.02 mL). 

• For killing fleas, (tie a eggs, flea larvae,) all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 
Deer ticks (that (wllich] may transmit (carry] Lyme disease), mosquitoes and chewing lice: apply to DOGS or 
PUPPIES (8 weeks old or older) as follows: (followed by application directions). 

• Persistent flea and tick eff1cacy for up to one month (4 weeks) 
• Prevents flea and tick (re-)infestation for up to one month {4 weeks) 
• Kills fleas and ticks for up to one month (4 weeks) 
• Apply monthly for control and prevention of fleas and ticks 
• Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, 

bartonellosis (and hepalozoonosis). 
• Kills fleas, (flea eggs, flea larvae,) ticks, mosquitoes and chewing lice 
• Kills fleas, (flea eggs, flea larvae,) ticks, mosquitoes and lice 
• Effective monthly control of fleas and ticks 
• Effective monthly application for fleas and ticks 
• Effective monthly application for dogs against fleas and ticks 
• Single application kills fleas and ticks 

Single application lasts 4 weeks (one month) 
• Research has shown that flea, tick and chewing lice infestations can be completely coni rolled with monthly 

applications of EFFlPR0° PLUS Topical Solution for Dogs. 
Fleas: EFFIPRO" PLUS Topical Solution for Dogs can kill adult fleas, flea eggs and flea larvae for up to three 
months. Apply monthly if your dog has fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfeslalion is likely. 
Ticks: EFFIPR0° PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick 
control is consistently needed. 

(Fleas] 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

• 
• 
• 
• 
• 
• 
• 

• 

[Ticks} 

Chewing Lice: EFFlPR0° PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly 
where chewing lice control is consistently needed. 
Mosquitoes: When applied monthly, EFFIPROil PLUS Topical Solution for Dogs can kill mosquitoes wilhin 24 hours 
(for up to 7 days) and within 48 hours (for up to 28 days). 

Kills newly emerged adult fleas prior to egg laying 
Kills fleas, flea eggs and flea larvae 
Sterilizes and kills {adult) fleas 
Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
With pyriprox)'fen (IGR) to break flea life cycle 
Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
Kills fleas that may transmit bartonellosis 
Kills fleas that may transmit bartonellosis, tularemia and tapeworm 
Kills fleas that maytransmij diseases, including bartonellosis, tularemia (and tapeworm infestations) . 
Kills fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Effective monthly application against fleas 
Effective monthly control of fleas 
Kills adult fleas for up to one month (4 weeks) 
Kills tleas 
Easy to apply, control of (for) fleas that lasts t month (4 weeks) 
East to apgly, flea control that lasts up to t (one) month (4 weeks) 
EFFlPRO PLUS Topical Solution for Dogs kills fleas on your dog 
Kills adult fleas which may cause Flea Allergy Dermatitis (FAD) 
Kills fleas wllich (that) may cause flea-bite anemia 
Fleas do not have to bite to die 
EFFIPRO" PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatilis) 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
DermatiUs (FAD) 
Prevents tlea eggs from hatching or developing into larvae or adult stages (for up to 90 days (3 monlhs)) 

EPA Reg. No. 2382-xxx pending l\ta';ler label page 4 of 5 
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• Kills all stages of Brown dog ticks, American dog ticks, lone Star ticks, and Deer ticks (including those that may 
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis) 
Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever), Brown dog ticks (that may transmit ehrlichiosis), and Lone Star !leks (that may transmit 
hepatozoonosis) for up to one month (4 weeks). 
Kills !leks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever), and Brown dog ticks (that may transmit ehrfichiosis) for up to one month (4 weeks). 
Kills Bro>llll dog licks (Rhipicephalus spp), American dog ticks (Dermacenrorvariabi/is), Deer ticks (Ixodes spp) 
and Lone Star ticks (Amblyomma americanum) for up to one month (4 weeks). 

• t<ills Amblyomma americanum (Lone Star tiCks) for 4 weeks (for up to one month). 
• Effective monthly application against ticks 

{Mosquitoes[ 

• Kills mosquitoes 
Kills mosquitoes for up to 28 days 

[All others{ 

• EFFIPRO"' PLUS Topical Solution for Dogs aids in (the) control of sarcoptic mange mite infestations. 
Aids in (the) control of sarcoptic mange mite infestations 

• Elimination of mites may require multiple monthly applications. 
• Chewing lice infestations are rapidly eliminated 
• May be used on puppies from 8 weeks of age 
• Only for dogs and puppies 8 weeks old or older (weighing up to 22.g lbs, 23 to 44.91bs, weighing 45 to 88.9 lbs, 

weighing 89 to 1321bs) 
• Easy, spot-on (topical) application 

Convenient topical application for dogs 
• Easy to apply spot-on (topical) application 
• Quick drying, non-greasy 
• Convenient, easy to apply 

Easy and convenient application (applications) 
• Convenient to use (easy to apply) 
• Once monthly application 

Single application lasts up to 4 weeks (1 month) (one month) 
• t (3, 6 or 36) applicator(s) [tube(s)[ 0.023fl oz (0.67 ml) 
• 1 (3, 6 or36) applicator(s) [tube(s))0.045fl oz (1.34 ml) 
• 1 (3, 6 or36) applicator(s) [tube(s)] 0.091 fl oz (2.68 ml) 
• 1 (3, 6 or 36) applicator(s) [tube(s)] 0.136 fl oz (4.02 ml) 

1 {3, 6, 36) month(ly) dose(s) (applications) 
• 1 (3, 6 or 36) applicator(s) (tube(s)[ (each) containing 0.023 fl oz (0.67 mL) 
• 1 (3, 6 or 36) applicator(s) (tube(s)[ (each) containing 0.045 fl oz (1.34 mL) 
• 1 (3, 6 or36) applicator(s) (tube(s)[ (each) containing 0.091 fl oz (2.68 ml) 
• 1 (3, 6 or 36) applicator(s)(tube(s)[ (each) containing 0.136fl oz (4.02 ml) 
• t applicator (tube) 1 month(ly) dose 
• 3 applicators (tubes) 3 monthly doses (applications) 
• 6 applicators {tubes) 6 monthly doses (applications) 
• 36 applicators (tubes) 36 monthly doses (applications) 
• t (3, 6, 36) applicator(s) containing 0.023 fl oz (0.67 mlL (0.045fl oz [!.34 mL[, 0.091 fl oz [2.68 ml[. 0.136 n oz [4.02 

ml[) 
Available from licensed veterinarians 
Remains effective after exposure to sunlight 
Remains effective after bathing and swimming 

• Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 
Remains effective after exposure to rain and sunlight 

• Still works after bathing, swimming or exposure to sunlight 
• Still works after exposure to sunlight 
• Maintains residual efficacy after bathing and swimming 

EFFIPRO"' PLUS Topical Solution for Dogs is effective after bathing, shampooing, water immersion, or sunlight 
exposure. 

• Waterproof (remains effective after bathing and swimming) 
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{Master Label} 
Virbac's Master Label 

Date December 14, 2011 Version US-8 
Fipronil + Pyriproxyfen Topical Solution for Dogs 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO® PlUS TOPICAL SOLUTION FOR 
DOGS 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING}(UP TO 22.9 LBS, 
[WEIGHING] 23 TO 44.9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 1321bs). 

'A 
ACTIVE INGREDIENTS~-<{? ,_ 

~~;;~;;:~~:~lE~T~ ~'~~~~#,);············· 
TOTAL:. . ................. ~...,. ....... . 

HAZARDS TO HUMANS 

'\lD • 
KEEP OU~ ... REACH OF CHILDREN 

CAW"ION 
READ ENTIRE LA~:[BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

............... 9.7% 

............... 2.9% 

............ 87.4% 

........... 100.0% 

Hannful if swallowed. Causes mOOerate eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For extemal use only. Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using 
ANY pesticide product. Possible temporary irritalion may occur at the site where EFFIPROe PLUS Topical Solution for Dogs 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaction is observed following initial application, a veterinarian should be consulted before 
repeating application. Certain medications can interact with pesticides. Consult a veterinarian before using on medicated. 
debilitated or aged dogs. 

RRST AID 

IF SWALLOWED: . Call a poison control center or doctor immediately for treatment advice . . Have person sip a glass of water if able to swallow . . Do not induce vomiting unless told to do so by a poison control center or doctor . . Doool; 1 moolh lo'" ' ; 
; "'""" 

IF IN EYES: . Hold eye open and rinse slowly and gently with water for 15-20 minutes . . Remove contact lenses, if present. after the first 5 minutes, then continue rinsing eye . 

Coli ; •I "'Ire. 

IF ON SKIN OR . Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for 15-20 minutes . • . Coli ; "' Ho" I ; II l 0 PO"OO OOOICOI oooW OC OOOIOC, 

You may also contact the Hotline number 1-800..J3S..J659 for human and veterinary health concerns, emergencY 

medical treatment information or pesticide incidents. 
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DIRECnONS FOR USE 
tt is a violation of Federal taw to use this product in any manner inconsistent with its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

For killing fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer !leks 
(that may [which may] transmit (carry] Lyme disease}. mosquitoes and chewing lice; apply to DOGS or PUPPIES (8 weeks otd 
or older} as follows: 

APPLICATION DIRECTIONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part dog's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. For small dogs (12 weeks old or older} and weighing up to 22.9 !bs· Deposit 
entire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45-88.9 tbs- Apply the product evenly to three spots on the dog"s 
back, starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 

3b, squeezing the applicator until empty. 
3c. For extra large dogs 89-132 tbs· Apply the product evenly to four spots on the dog's back, starting between the 

shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. Ensure that EFFIPRO"' PLUS Topical Solution for Dogs is not applied superficially on dog"s 
hair. 

FREQUENCY OF APPUCA T!ON 

~ 
~ 

Do not got the 
product m your dog's 

eyes or mouth 

·~ 
Do not get the 

product in your dog's 
eyes or mouth 

Research has shown that flea, tick and chewing lice infestations can be controlled with monthly applications of EFFIPR0° PLUS 
Topical Solution for Dogs. 
Fleas: EFFIPRO"' PLUS Topical Solution for Dogs can kill adult fleas for up to three months. Apply monthly if your dog has 
fleas that may cause Flea Allergy Dermatitis (FAD), or if reinfesta!ion is likely. EFFIPRO"' PLUS Topical Solution for Dogs can 
control flea eggs for up lo three months (90 days}. 
Ticks: EFFIPRO"' PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kilt chewing lice for a month or longer. Apply monthly where 
chewing lice control is consistently needed. f 
Mos9yitoes: When applied monthly, EFFIPR))0 PLUS Topical Solution for Dogs can kill mosquitoes 'Ni!hin 24 hoursJtOr up to 7 
days rand within 48 hours )for up to 28 day# 
Notes: Wait at teas! 30 days before re-application of EFFIPRO® PLUS Topical Solution for Dogs. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposaL 

STORAGE: Store unused product in original container only, out of reach of children and animals. 

PESTICIDEICONT AINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
IT available. If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contrary to label instructions. To the extent consistent with applicable taw, any damage arising from a breach of this 
warranty shall be limited to direct damages and shall not include consequential commercial damages such as loss of prom or 
values. 
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How supplied: For easy and convenielll application, EFFIPRO"' PLUS Topical Solution for Oogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.glbs (0.023 fl oz)/(0.67 mL), medium dogs 23-44.glbs (0.045 fl oz)/(1.34 
mL), large dogs 45-88.91bs (0.091 fl oz)/(2.68 mL), and extra large dogs 8g-1321bs (0.136 fl oz)/(4.02 mL). 

Net Contents: 

1, 3, 6 or 36 single-dose app!icator(s) per package. Each applicalor contains 0.023 fl oz (0.67 mL), 0.045 fl oz (1.34 mL), 0.091 
fl oz (2.68 mL), or 0.136 fl oz (4.02 mL) (of solution). 

(Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy) 

EPA Reg. No. 2382-xxx 
EPA Es1. No. 2382-xxxx 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TX 76161 
1-800-338-3659 

Made in France 
EFFIPRO® is a registered trademark of Virbac SA in the United States 
Questions or comments? 
Call: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 

See package insert(s) for directions for use and frequency of application 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precaulionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 
See enclosed insert(s) for directions for use 

Photograph of dog or puppy 

Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs only 
Use only on dogs 

{Text for Foil of Blister package} 

Virb<JC 
EFFIPRO® PLUS Topical Solution for Dogs 
Only for use (on dogs up to 22.9 lbs, on dogs 23-44.9 lbs, on dogs 45-88.9 lbs, on dogs 89-132 lbs) f (0.023 fl oz [0.67 
mLJ, 0.045 fl oz [1.34 ml], 0.091 fl oz [2.68 mL], 0.136 fl oz [4.02 mL]). 
Contains fipronil (g.7%) and pyriproxyfen (2.9%) 
KEEP OUT OF REACH OF CHILOREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 

{Text for Applicator Tube} 

Vfrbac 
EFF!PRO& PLUS 

Topical Solution for Dogs 
Only for use on dogs 

up to 22.91bs (23-44.91bs, 45-88.91bs, 89-1321bs) 
0.023 fl oz [0.67 mLJ (0.045 fl oz [1.34 mLJ, 0.091 fl oz [2.68 

mLJ, 0.136 fl oz [4.02 mL]) 
contains fipronil (g_7%) and pyriproxyfen (2.g%) 

KEEP OUT OF REACH 
OF CHILDREN 

CAUTION 
See full label for addilional directions 

EPA Reg. No. 2382-xxx 
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MARKETING CLAIMS 
{Multiple infestations) 

r • For convenient, quick-acting, long-lasting, effective control of fleas, ticks, mosquitoes and chewing lice. 

1 • For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea larvae, ticks, mosquitoes 
and chewing lice. 

• EFFIPRO® PLUS Topical Solution for Dogs contains the active ingredient fipronil, which controls infestations caused 
by fleas, ticks, mosquitoes and chewing lice {on dogs) {DOGS or PUPPIES) {8 weeks old or older) {weighing up to 
22.91bs, weighing 23 to 44.91bs, weighing 45 to 88.91bs, weighing 89 to 132 lbs). 

, • EFFIPRO" PLUS Topical Solution for Dogs contains the active ingredient pyriproxyfen, which controls reinfeslalions 
caused by fleas eggs and flea larvae {on dogs) {DOGS or PUPPIES) (8 weeks old or older) {weighing up to 22.9 lbs, 
weighing 23 to 44.91bs, weighing 45 to 88.91bs, weighing 891o 1321bs). 

" • For easy and convenient application, EFFIPRo" PLUS Topical Solution for Dogs Is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.91bs (0.023 fl oz) {0.67 mL), medium dogs 23-44.91bs 
{0.045 fl oz) (1.34 mL), large dogs 45-88.91bs (0.09t fl oz) (2.68 mL), and extra large dogs 89-1321bs (0.136fl 
oz) (4.02 mL). 

/ • For killing fleas, {flea eggs, flea larvae,) all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 
Deer ticks {that [which) may transmit [carry) Lyme disease), mosquitoes and chewing lice; apply to DOGS or 
PUPPIES (8 weeks old or older) as foiiOIIJS: {followed by application directions). 

_ • Persistent flea and tick efficacy for up to one month (4 weeks) 
• Prevents flea and tick {re-)infestation for up to one monlh {4 weeks) 
• I< ills tleas and ticks for up to one month {4 weeks) 

- • Apply monthly for control and prevention of fleas and ticks 
~ • Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, 

bartonellosis {and hepalozoonosis). 
Kills fleas, {flea eggs, flea larvae,) licks, mosquitoes and chewing lice 

~ • Kills fleas, {flea eggs, flea larvae,) ticks, mosquitoes and lice 
~ • Effective monthly control of fleas and ticks 

• Effective monthly application for fleas and ticks 
• Effective monthly application for dogs against fleas and ticks 
• Single application kills fleas and ticks 

~ • Single application lasts 4 weeks {one month) 

(Fleas) 

-· -· 
..• 
-· -. -· • 

• 

-· 
-· --. 
·• 

[Ticks} 

Research has shown that flea, tick and chewing lice infestations can be-Gefl'tpfetely controlled with monthly 
applications of EFFIPRO'"' PLUS Topical Solulion for Dogs. 
Fleas: EFFIPR0° PLUS Topical Solution for Dogs can kill adult fleas, flea eggs and flea larvae for up to three 
monlhs. Apply monthly if your dog has fleas I hat may cause Flea Allergy Dermatitis {FAD), or if reinfestation is likely. 
Ticks: EFFIPRO" PLUS Topical Solution for Dogs can kill licks for a monlh or longer. Apply monthly where tick 
control is consistently needed. 
Chewing Lice: EFFIPRO"' PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly 
where chewing lice control is consistently needed. 
¥osquitoes: W~JO applied monthly, E!iFIPR0° PLUS Tppical Solution for Dogs can kill mosquitoes within 24 hours 

flor up to 7 dayyand within 48 hours )for up to 28 dayy. 

Kills newly emerged aduK fleas prior to egg laying 
Kills fleas, flea eggs and flea larvae 
Sterilizes and kills {adult) fleas 
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages {flea eggs, flea pupae and flea larvae) for up to (3 months) {90 days) 
With pyriproxyfen (IGR) to break flea life cycle 
Dual Action{!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
Kills fleas that may transmit bartonellosis 
Kills fleas that may transm~ bartonellosis, tularemia and tapeworm 
Kills fleas I hat may transmit-Ciwaees, II'IGhldins bartonellosis, tularemia {and tapeworm infestations) . 
Kills fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Effective monthly application against fleas 
Effective monthly control of fleas 
Kills adult fleas for up to one month (4 weeks) 
Kills fleas 
Easy to apply, conlrol of {for) fleas that lasts 1 month {4 weeks) 
East to apjly, flea control that lasls up to 1 {one) month {4 weeks) 
EFFIPRO PLUS Topical Solution for Dogs kills fleas on your dog 
Kills adult fleas which may cause Flea Allergy Dermatitis {FAD) 
Kills fleas V>tlich {that) may cause flea-bite anemia 
Fleas do not have lo bite to die 
EFFIPRO"' PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD {Flea Allergy Dermatitis) 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis {FAD) 
Prevents flea eggs from hatching or developing into larvae or adult stages {for up to 90 days (3 months)) 

EPA Reg. No. 2382-xx.x pending Master label page 4 of 5 
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- • Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those that may 
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis) 

~ • Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever), Brown dog ticks (that may transmit ehrtichiosis). and Lone Star ticks (that may transmit 
hepatozoonosis) for up to one month (4 weeks). 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever), and Brown dog ticks (that may transmit ehrtichiosis} for up to one month (4 weeks). 

~· Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Oermacenlorvariabifis), Deer ticks (Ixodes spp) 
and Lone Star ticks (Amblyomma amerlcanum) for up to one month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
Effective monthly application against ticks 

[Mosquitoes] 

--. Kills mosquitoes 
_... Kills mosquijoes for up to 28 days 

[All others[ 

-. --· -· -
~ 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

• 
• 
• 
• 
• 
• 

• 
• 
• 
• 
• 
• 
• 
• 

EFFIPRO"' PLUS Topical Solution for Dogs aids in (the) control of sarcoptic mange mite infestations. 
Aids in (the) control of sarcoplic mange mite infestations 
Elimination of mites may require multiple monthly applications. 
Chewing lice infestations are rapidly eliminated 
May be used on puppies from 8 weeks of age 
Only for dogs and puppies 8 weeks old or older (weighing up to 22.91bs, 23 to 44.91bs, weighing 45 to 88.9 lbs, 
weighing 89 to 1321bs) 
Easy, spot-on (topical) application 
Convenient topical application for dogs 
Easy to apply spot-on (topical) application 
Quick drying, non-greasy 
Convenient, easy to apply 
Easy and convenient application (applications) 
Convenient to use (easy to apply) 
Once monthly application 
Single application lasts up to 4 weeks (1 month) (one month) 
1 (3, 6 or36) applicalor(s) [tube(s)] 0.023 II oz: (0.67 mL) 
1 (3, 6 or 36) applicator(s) [tube(s)] 0.045 II oz (1.34 mL) 
t (3, 6 or 36) applicator(s) (tube(s)j 0.091 fl oz (2.68 mL) 
1 (3, 6 or 36) applicator(s) [tube(s)[ 0.136 fl oz: (4.02 mL) 
1 (3, 6, 36) month(ty) dose(s) (applications) 
1 (3, 6 or 36) appticator(s) [tube(s)j (each) containing 0.023 t1 oz: (0.67 mL) 
1 (3, 6 or 36) applicator(s) [tube(s)[ (each) containing 0.045 fl oz: (1.34 mL} 
t (3, 6 or36) applicalor(s) [tube(s)) (each) containing 0.091 II oz (2.68 mL) 
t (3, 6 or 36) applicalor(s} [tube(s)) (each)containing 0.136 II oz (4.02 mL) 
t applicator (tube) 1 month(ly) dose 
3 applicators (tubes) 3 monthly doses (applications) 
6 applicators (tubes) 6 monthly doses (applications) 
36 applicators (tubes) 36 monthly doses (applications) 
1 (3, 6, 36) applicator(s)containing 0.023 fl oz (0.67 mlj, (0.045 t1 oz [1.34 mLJ, 0.091 fl oz: [2.68 mLL 0.136 fl oz:[4.02 
mLO 
Available from licensed veterinarians 
Remains effective after exposure to sunlight 
Remains effective after bathing and swimming 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 
Remains effective after exposure to rain and sunlight 
Still works after bathing, swimming or exposure to sunlight 
Still works after exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
EFFIPROw PLUS Topical Solution for Dogs is effective after bathing. shampooing. water immersion, or sunlight 
exposure. 

• Waterproof (remains effective after bathing and swimming) 

EPA Reg. No. 2382-xx.x pending Mas1cr Labd page 5 of 5 
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{Master label} 
Virbac's Master label 

Date December 14, 2011 Version US~8 

Fipronil + Pyriproxyfen Topical Solution for Dogs 
EPA Reg. No. 2382~XXX 

TOPICAL SOLUTION FOR 

£ DOGS 

~\}'tJ ·~
1 

FOR USE ONLY~N D PUPPIES 8 WEEKS OLD OR OLDER (WEie'~)(lJ~ 
I - fY [WEIGH NG] 2 44.9 LBS, EIGHING] 45 TO 88.9 LBS, [WEIGHING 9 TO~ 
u~ .~ -

ACTI INGREDIENTS: 
Fip il.. . .................................................................................................. 9.7% 

R riproxyfen.. . . _ .............................................................. 2.9% 

~~~=~: ~-~~-~~-~~~ ..................................................................................................................................... :::::::::::·1~~:~~ 
);~/ 
: \ v-:: liz_ 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

qc~~n 
cpl( 

READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

HAZARDS TO HUMANS 

Harmful if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivities. wtlile rare, may occur after using 
ANY pesticide product. Possible temporary irritation may occur at the site where EFFIPRO® PLUS Topical Solution for Dogs 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaction is observed following initial application, a veterinarian should be consulted before 
repeating application. Certain medications can interact with pesticides. Consult a veterinarian before using on medicated, 
debilitated or aged dogs. 

FIRST AID 

IF SWAllOWED: . Call a poison control center or doctor immediately for treatment advice . 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by a poison control center or doctor . 

• Do not qive anvthinq bv mouth to an unconscious person . 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for tS-20 minutes . 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . . Calla oison control center or doctor for treatment advice . 
' IF ON SKIN OR . Take off contaminated clothing . 

CLOTHING: 
Rinse skin immediately with plenty of water for tS-20 minutes . . . Call a poison control center or doctor for treatment advice . 

Have product container or label with you when catting a polson control center or doctor, or going for treatment. 

You may also contact the Hotline number t-800-338-3659 for human and veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

EPA Reg. No. 2382-xxx pending Mas!er label page I of 5 
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D!RECT!ONS FOR USE 
!tis a violation of Federal law to use this product in any manner inconsistent wi!h its labeling. Do not allow children !o apply 
product. TO PREVENT HARM TO YOU AND YOUR DOG. READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFUI.LY. USE ON DOGS ONLY. DO NOT USE ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

For killing f!eas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer t!cks 
(!hat may [which may) transmit [carry] Lyme disease}, mosquitoes and chewing lice; apply to DOGS or PUPPIES (8 weeks old 
or older) as follows: 

APPLICATION DIRECTIONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap ar1d place o!her end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part dog's hair between shoulder blades un!il skin iS visible. 
Place applicatortip directly against exposed skin. 

3a. For small dogs (12 weeks old or older) and weighing up to 22.9 !bs- Deposit 
en !ire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For med!um dogs 23-44.9 lbs or large dogs 45-.88.9 lbs- Apply the product evenly to three spots on the dog's 
back, starting between the shoulder blades and continuing on to the second and third spo!s as shown in diagram 
3b, squeezing the applicator until empty. 

3c. For extra large dogs 89-132lbs- Apply !he product evenly to four spots on the dog's back, starting between the 
shoulder blades and continuing on to !he second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. Ensure that E FFIPRO"' PLUS Topical Solution for Dogs is not applied superficially on dog's 
hair. 

FREQUENCY OF APPLICATION 

Do not get the 
product in your dog'S 

eyes ar mouth 

Donot get the 
product in your dog's 

eyes or mouth 

Research has shown that flea, tick and chewing lice infestations can be controlled wi!h monthly applications of EFFlPRO® PLUS 
Topical Solution for Dogs. 
Fleas: EFFIPR0° PLUS Topical Solution for Dogs can kill adult fleas for up to three months. Apply monthly if your dog has 
fleas that may cause Flea Allergy Dermatitis (FAD), or 11 reinfestation is likely. EFFIPRO"' PLUS Topical Solution for Dogs can 
control flea eggs for up to !hree mon!hs (90 days). 
T!cks: EFFIPRO"' PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing L!ce: EFFIPRO"' PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly where 
chewir"lg lice control is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution for Dogs can kill mosquitoes within 24 hours (for up to 7 
days) and wi!hin 48 hours (for up to 28 days). 
Notes: wait at least 30 days before re--application of EFFlPRO® PLUS Topical Solution for Dogs. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 

STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE/CONTAINER DISPOSAL: lf empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
if available. !f partially fi!!ed: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drair"l. 

LIMITED WARRANTY AND D!SCLAlMER 

To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in 
accordance w~h directions. Buyer and user assume all risks of use and handling of this materia! when such use and handling 
are contrary to !abel instructions. To the extent consistent wi!h applicable !aw, any damage arising from a breach of this 
warranty shall be lim~ed !o direct damages and shall not include consequential commercia! damages such as loss of profit or 
values. 

EPA Reg. No. 2382-xxx pending Masler t.abe! page 2 of 5 
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How supplied: For easy and convenient application, EFFIPRO"' PLUS Topical Solution !or Dogs is available in sizes tor small 
dogs and puppies 8 weeks old or older and up to 22.9 lbs (0.023 U oz)/(0.67 mL), medium dogs 23-44.91bs (0.045 II oz)l(t.34 
mL), large dogs 45-88.g lbs (0.091 II oz)/(2.68 mL). and exira large dogs 89-132 lbs (0. !36 n oz)/(4.02 mL). 

Net Contents: 
!, 3, 6 or 36 single-dose applicator(s) per package. Each applicator contains 0.023 n oz (0.67 mL), 0.045 n oz ( !.34 mL). 0.09 t 
U oz (2.68 mL). or 0. !36 !I oz (4.02 mL) (o! solulion). 

(Delachable) calendar (monlh!y application) reminder stickers (with illustration of dog or puppy) 

EPA Reg. No. 2382-xxx 
EPA Est. No. 2382-xxxx 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TX76161 
1-800-338-3659 

Made in France 
EFFIPRO"' is a registered lrademark o! Virbac S.A. in !he United Stales 
Questions or comments? 
Ca11: !-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) !or directions for use and !requency o! application 
Open resealable label for directions !or use 
Open resealable label for directions !or use and storage and disposal 
See back panel for additional precautionary slalements 
See package insert(s} !or frequency o! applicalion 
See enclosed insert(s) !or direclions !or use and storage and disposal 
See enclosed insert(s) !or directions tor use 

Photograph o! dog or puppy 

Lifl here to open (LIFT HERE TO OPEN) 
For Use on Dogs only 
Use only on dogs 

{Text for Foil of Blister package} 

Virbac 
EFF1PR0° PLUS Topical Solution tor Dogs 
Only for use (on dogs up to 22.9 lbs, on dogs 23-44.9 lbs, on dogs 45-88.9 lbs, on dogs 89-132 lbs) I (0.023 f1 oz [0.67 
mLJ, 0.045 fl oz [!.34 ml], 0.091 f! oz [2.68 mL], 0. !36 !I oz [4.02 mL]). 
Contains fipronil {9.7%) and pyriproxyfen (2.9%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See lull label !or additional directions 
EPA Reg. No. 2382-xxx 

{Text for Applicator Tube} 

Virbac 
EFF1PR0° PLUS 

Topical Solution for Dogs 
Only for use on dogs 

up1o 22.91bs {23-44.91bs, 45-88.91bs, 89-1321bs) 
0.023 fl oz [0.67 mL] (0.045 fl oz [1.34 ml], 0.091 fl oz [2.68 

mL], 0. !36 fl oz [4.02 ml]) 
Contains fipronil (9.7%) and pyriproxyfen (2.g%) 

KEEP OUT OF REACH 
OF CHILDREN 

CAUTION 
See lull label for additional directions 

EPA Reg. No. 2382-xxx 
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MARKETING CLAIMS 
[Multiple infestations] 

For convenient, qu!ck-act!ng, tong-tasting, effective control ot fleas, ticks, mosquitoes and chewing lice. 
For convenient, qu!ck-acting, tong-tasting, effective control ot t!eas, !lea eggs, tlea larvae, ticks, mosquitoes 
and chewing l!ce. 
EFFIPR0° PLUS Topical Solution for Dogs contains the active ingredient fipronil, which controls infestations caused 
by fleas, ticks. mosquitoes and chewing lice (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 
22.9lbs, weighing 23 to 44.9lbs, weighing 45 to 88.91bs, weighing 89 to t32tbs). 

• EFFIPR0° PLUS Topical Solution tor Dogs contains the active ingredient pyriproxyfen, which controls reintestations 
caused by !leas eggs and tlea larvae (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 22.91bs, 
weighing 23 to 44.9 lbs, weighing 45lo 88.9 lbs, weighing 89 to 132 lbs). 
For easy and convenient application, EFF!PR0° PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.9 !bs (0.023 tl oz) (0.67 mL), medium dogs 23-44.9lbs 
(0.045 fl oz) (1.34 mL), large dogs 45-88.9 lbs (0.09t t! oz) (2.68 mL], and extra large dogs 89·132lbs (0.136 tl 
oz) (4.02 mL). 
For killing fleas, (flea eggs, flea larvae,) all stages of Brown dog ticks, American dog ticks, Lone Star t!cks, and 
Deer ticks (that ['Nhich] may transmit [carl)'] Lyme disease), mosquitoes and chewing lice: apply to DOGS or 
PUPPIES (8 weeks old or older) as follows: (followed by application directions). 

• Persistent flea and tick efficacy tor up to one month (4 weeks) 
• Prevents flea and tick (re-)intestation tor up to one mont11 (4 weeks) 

Kills fleas and ticks tor up to one month (4 weeks) 
Apply monthly tor control and prevention ot tteas and ticks 

• Kills !leas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, 
bartonellosis (and hepalozoonosis). 

• Kills !leas, (flea eggs, flea larvae,) ticks, mosquitoes and chewing lice 
• Kills fleas, (flea eggs, flea larvae.) ticks, mosquitoes and lice 

Effective monthly control ot fleas and ticks 
• Effective monthly application for !leas and ticks 

Effective monthly application for dogs against fleas and licks 
Single application kills fleas and ticks 

• Single application lasts 4 weeks (one month) 
Research has shown that !lea, tick and chewing lice intes!ations can be completely controlled with monthly 
applications ot EFFIPR0° PLUS Topical Solution tor Dogs. 
Fleas: EFFlPR0° PLUS Topical Solution tor Dogs can kill adult !leas, flea eggs and flea larvae tor up to three 
months. Apply monthly it your dog has fleas that may cause Flea Allergy Dermatitis (FAD), or it reintestation is likely. 
Ticks: EFFlPR0° PLUS Topical Solution tor Dogs can kill ticks tor a month or longer. Apply monthly where tick 
control is consistently needed. 
Chewing Lice: EFFIPR0° PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly 
where chewing lice control is consistently needed. . 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution tor Dogs can kill mosquitoes within 24 hours 
(tor up to 7 days) and within 48 hours (tor up to 28 days). 

[Fleas] 

• 
• 
• 

• 

• 

• 
• 

• 
• 
• 
• 
• 

• 

[Ticks] 

Kills newly emerged adult fleas prior to egg laying 
Kills fleas, !lea eggs and flea larvae 
Sterilizes and kills (adult) fleas 
Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development ot all flea stages (flea eggs. flea pupae and tlea larvae) tor up to (3 months) (90 days) 
With pyriproxyfen (IGR) to break !lea lite cycle 
Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the !lea lite cycle 
Kills fleas that may transmit bartonellosis 
Kills fleas that may transmit bartonellosis, tularemia and tapeworm 
Kills !leas that may transmit diseases, including bartonellosis, tularemia (and tapeworm infestations). 
Kilts !leas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Ettective monthly application against !leas 
Effective monthly control ot !leas 
Kills adult fleas tor up to one month (4 weeks) 
Kills !leas 
Easy to apply, control ot (for) fleas that lasts 1 month (4 V~~eeks) 
East to apgly, !lea control that lasts up to 1 (one) month (4 weeks) 
EFFIPRO PLUS Topical Solution tor Dogs kills t!eas on your dog 
Kills adult fleas which may cause Flea Allergy Dermatitis (FAD) 
Kills fleas which (that) may cause flea-bite anemia 
Fleas do not have lo bite to die 
EFFIPRO" PLUS Topical Solution tor Dogs rapidly kilts fleas that may cause FAD (Flea Allergy Dermatitis) 
The successive teeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Prevents flea eggs from hatching or developing into larvae or adult stages (tor up to 90 days (3 months)) 
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• Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those that may 
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis} 

• Kills ticks including Deer ticks (that may transmit Lyme disease}, American dog ticks (that may transmit Rocky 
Mountain Spotted Fever}, Brown dog ticks (that may transmit ehrlichiosis), and Lone Star ticks (that may transmit 
hepatozoonosis} for up to one month (4 weeks). 
Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever}, and Brown dog ticks (that may transmit ehrlichiosis} for up to one month (4 weeks). 
Kills Brown dog ticks (Rhipicephalus spp}, American dog ticks (Dennacentor variabilis}, Deer ticks (Ixodes spp) 
and lone Star ticks (Amblyomma americanum) for up to one month (4 weeks). 

• Kills Amblyomma americanum (lone Star ticks} for 4 weeks (for up to one month}. 
• Effective mont111y application against ticks 

(Mosquitoes] 

• Kills mosquitoes 
• Kills mosquitoes for up to 28 days 

(All others] 

EFFIPRO"' PLUS Topical Solution for Dogs aids in (the) control of sarcoptic mange mite infestations. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Elimination of mites may require multiple monthly applications. 
• Chewing lice infestations are rapidly eliminated 
• May be used on puppies from 8 weeks of age 

Only for dogs and puppies 8 weeks old or older (weighing up to 22.9 lbs, 23 to 44.9 lbs. weighing 45 to 88.91bs, 
weighing 89 to 1321bs) 
Easy, spot-on (topical} application 
Convenient topical application for dogs 

• Easy to apply spot-on (topical} application 
• Quick drying. non-greasy 
• Convenient, easy to apply 
• Easy and convenient application (applications} 
• Convenient to use (easy to apply} 
• Once monthly application 

Single application lasts up to 4 weei(S (1 month) (one month} 
• 1 (3, 6 or 36) applicator(s} (tube(s}] 0.023ft oz (0.67 ml} 

1 (3, 6 or 36) applicator(s} (tube(s}] 0.045fl oz (1.34 ml} 
1 (3, 6 or36) applicator(s} (tube(s}] 0.091 tl oz (2.68 ml} 

• 1 (3, 6 or36) applicator(s} (tube(s}] 0.136fl oz (4.02 ml} 
• t (3, 6, 36) month(ly} dose(s} (applications} 
• 1 (3, 6 or36} applicator(s) [tube(s}] (each} containing 0.023 fl oz (0.67 ml} 

1 (3, 6 or 36) applicator(s) [tube(s)] (each) containing 0.045 ft oz (1.34 ml} 
t (3, 6 or 36} applicator(s} ]tube(s)] (each) containing 0.09 t t1 oz (2.68 ml} 
1 (3, 6 or 36} applicator(s} (tube(s}] (each) containing 0.136 fl oz (4.02 ml} 

• 1 applicator (tube} 1 month(ly} dose 
• 3 applicators (tubes} 3 monthly doses (applications) 

6 applicators (tubes} 6 monthly doses (applications) 
36 applicators (tubes) 36 monthly doses (applications} 

• 1 (3, 6. 36) applicator(s}containing 0.023 fl oz (0.67 ml]. (0.045fl oz (1.34 ml], 0.09t fl oz (2.68 ml}, 0.136 fl oz (4.02 
ml)} 
Available from licensed veterinarians 
Remains effective after exposure to sunlight 

• Remains effective after bathing and swimming 
• Remains effective even after bathing, water immersion or exposure to rain or sunlight 
• Remains effective even after bathing 
• Remains effective after exposure to rain and sunlight 

Still works after bathing, swimming or exposure to sunlight 
Still works after exposure to sunlight 
Maintains residual efficacy after bathing and swimming 

• EFFIPROil PLUS Topical Solution for Dogs is effective after bathing, shampooing, water immersion. or sunlight 
exposure. 

• Waterproof (remains effective after bathing and swimming} 
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{Master Label} 
Virbac's Master Label 

Date December 14, 2011 Version US·S 
Fipronil + Pyriproxyfen Topical Solution for Dogs 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO® PLUS TOPICAL SOLUTION FOR 
DOGS 

FOR USJ!i.._Q,_N!,._Y ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING)(UP TO 22.9 LBS, 
[WEIGHING] Xl18/~·9 LBS, [WEIGHING] 45 TO 88.9 LBS, [WEIGHING] 89 TO 1321bs). 

~"Lio .. 
ACTIVE INGREDIENTS: fi.J:;j) ,._ '• 

:i:~:~~~~en .................... _·:::·.·.·::::·.·.·.·:::·.·.·::~:~~:: .. 
OTHER INGREDIENTS: 

TOTAL: .. 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

. ............... 9.7% 

................ 2.9% 

............. 87.4% 

............ toO.O% 

Harmful if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and water after handling and before eating, drinking, chewing gum. using tobacco, or using the toilet. 

HAZARDS TO DDMESnC ANIMALS 

For external use only. Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using 
ANY pesticide product. Possible temporary irritation may occur at the s~e where EFFIPR0° PLUS Topical Solution for Dogs 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. tf an unusual reaction is observed following initial application, a veterinarian should be consulted before 
repealing application. Certain medications can interact with pesticides. ConsuK a veterinarian before using on medicated, 
debilitated or aged dogs. 

IF SWALLOWED: 

IF IN EYES: 

IF ON SKIN OR 
CLOTHING: 

• Call a poison control center or doctor immediately for treatment advice. 

• Have person sip a glass of water if able to swallow. 

Do not induce vomiting unless told to do so by a poison control center or doctor. 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

Remove contact lenses, if present. after the firstS minutes, then continue rinsing eye . 

• 
• Take off contaminated clothing. 

• Rinse skin immediately with penty of water for 15~20 minutes. 

I I 

You may also contact the Hotline number 1-800·338-3659 for human and veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

EPA Reg. No. 2382-.xx.x pending Ma<ler Label page I of 5 
12JI(Y2011 25



DIRECTIONS FOR USE 
It is a violalion ot Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

For killing !leas, flea eggs, tlea larvae, all stages ot Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks 
(that may [which may] transmit [carry] Lyme disease), mosquitoes and chewing lice: apply to DOGS or PUPPIES (8 weeks old 
or older) as tallows: 

APPLICATION DIRECTIONS 

i. 

2. 

3. 

3b. 

3c. 

Remove one appicatorfrom packag"1ng. 
Hold applicator upright and remove cap. 
Invert cap and place other end back onto applicator tip. 
Push cap down to break seaL 
Remove cap prior to lreatment apPlication. 
Part dog's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 
For small dogs (12 weeks old or older) and weighing up to 22.9 lbs- Depos·~ 
entire contents by squeezing the entire applicator con Ients onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 
For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spots on the dog's 
back, starting between the shoulder blades and continuing on to the second and1hird spots as shown in diagram 

3b, squeezing the applicator until empty. 
For extra large dogs 89-132 lbs- Apply the product evenly to tour spols on the dog's back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in 01agram 3c, squeezing the 
applicator until empty. Ensure that EFFIPRO" PLUS Topical Solution tor Dogs is not applied superficially on dog's 
hair. 

Do not get the 
product in your dog's 

eyes or mouth 

Do not get the 
product In your dog's 

eyes or mouth 

FREQUENCY OF APPLICATION 
Research has shown that flea, tick and chewing lice intestations can be controlled with monthly appliCations ot EFFIPRO® PLUS 
Topical Solution tor Dogs. 
Fleas: EFFIPRO" PLUS Topical Solution tor Dogs can kill adult fleas tor up to three months. Apply monthly it your dog has 
fleas that may cause Flea Allergy Dermatills (FAD), or it reintestation is likely. EFFIPROe PLUS Topical Solution tor Dogs can 
control flea eggs tor up to three months (90 days). 
Ticks: EFFIPRO® PLUS Topical Solution tor Dogs can kill ticks tor a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Lice: EFFIPRO" PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. ApPly monthly where 
chewing lice control is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution tor Dogs can kill mosquitoes within 24 hours (tor up to 7 
days) and within 48 hours (tor up to 28 days). 
Notes: Wait at least 30 days betore re-application ot EFFIPRO" PLUS Topical Solution tor Dogs. Avo·ld contact with treated 
area until dry. 

STORAGE AND DISPOSAL 

Do not con laminate water, !cod, or teed by storage and disposal. 

STORAGE: Store unused product in original container only, out ot reach ot children and animals. 
PESTICIDE/CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer tor recycling, 
it available. If partially tilled: Call your local solid waste agency tor disposal instructions. Never place unused product down 
any indoor or ouldoor drain. 

LIMITED WARRANTY AND DISCLAIMER 
To the extent consislent with applicable law. buyer assumes all risks ot use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks ot use and handling ot this material when such use and handling 
are contrary to label instructions. To the extent consistent with appliCable law. any damage arising trom a breach ot this 
warranty shall be limited to direct damages and shall nol include consequential commercial damages such as loss ot profit or 
values. 
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How supplied: For easy and convenient apPlication, EFFIPROt> PLUS Topical Solution for Dogs is available in sizes for small 
dogs and puppies 8 weeks old or older and up to 22.91bs {0.023 n oz)/(0.67 ml), medium dogs 23-44.91bs {0.045 11 oz)/{1.34 
mL), large dogs 45-88.91bs (0.09 f fl oz)/{2.68 mL), and extra large dogs 89- f32 lbs {0. f36 fl oz)/(4.02 mL). 

Net Contenfs: 

t, 3, 6 or 36 single-dose applicator{s) per package. Each applicator contains 0.023 fl oz (0.67 ml). 0.045 fl oz ( 1.34 ml). 0.09 f 
fl oz (2.68 mL), or 0. t36 fl oz {4.02 mL) (of solution). 

{Delachable) calendar {monthly application) reminder stickers (w~h illustration of dog or puppy) 

EPA Reg. No. 2382·XXX 

EPA Esf. No. 2382-xxxx 

VJRBAC AH, INC. 
PO BOX f62059 
FORT WORTH, TX 76161 
1-800-338-3659 

Made in France 
EFFIPROe is a registered trademark of Virbac S.A. in the United States 
Questions or comments? 
Call: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) for directions for use and frequency of application 
Open resealable label for directions for use 
Open resealable label for direclions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 

See enclosed insert(s) for directions for use 

Photograph of dog or puppy 

Uft here to open {LIFT HERE TO OPEN) 
For Use on Dogs only 
Use only on dogs 

{Text for Foil of Blister package} 

Vi"rbac 
EFFIPRO® PLUS Topical Solution for Dogs 
Only for use (on dogs up to 22.91bs, on dogs 23-44.9 lbs, on dogs 45·88.91bs, on dogs 89·1321bs) I (0.023 fl oz [0.67 
mLL 0.045 fl oz [f.34 mLL 0.09 f t1 oz [2.68 mLL 0. f36 t1 oz [4.02 mLJ). 
Contains fipronil (9.7%) and pyriproxyfen {2.9%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 

{Text for Applicator Tube} 

Virbac 
EFFIPRO"' PLUS 

Topical Solulion for Dogs 
Only for use on dogs 

up to 22.91bs (23-44.91bs, 45-88.9 lbs, 89-t321bs) 
0.023 fl oz [0.67 mLI (0.045 fl oz [f.34 mLj, 0.09t fl oz [2.68 

mLL 0.136fl oz [4.02 mL]) 
Contains fipronil (9.7%) and pyliproxyfen {2.9%) 

KEEP OUT OF REACH 
OF CHILDREN 

CAUTION 
See full label for additional directions 

EPA Reg. No. 2382-xxx 
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MARKETING CLAIMS 
[Multiple infestations) 

For convenient, quick-acting, long·!asling, effective control of fleas, ticks, mosquitoes and chewing lice. 
• For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea rarvae, ticks, mosquitoes 

and chewing nee. 
EFFIPRO" PLUS Topical Solution for Dogs contains the active ingredient fipronil, which controls infeslations caused 
by fleas, ticks, mosquitoes and chewing lice (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 
22.91bs, weighing 23 to 44.91bs, weighing 45 to 88.9 lbs, weighing 89 to 1321bs). 

• EFFIPRO" PLUS Topical Solu!lon for Dogs conlains the active ingredient pyriproxyfen, which controls reinfestations 
caused by fleas eggs and flea larvae (on dogs) (DOGS or PUPPIES) (8 weeks old or older) (weighing up to 22.91bs. 
weighing 23 to 44.91bs, weighing 45to 88.g lbs, weighing 8g to t321bs). 
For easy and convenient appncatlon, EFFIPR06 PLUS Topical Solution for Dogs is available In sizes for small 
dogs and puppies 8 weeks old or older and up to 22.9 lbs (0.023 fl oz) (0.67 mL), medium dogs 23-44.9 lbs 
(0.045 fl oz) (1.34 mL), large dogs 45-88.91bs (0.091 fl oz) (2.68 ml), and extra large dogs 89-t321bs (0.136fl 
oz) (4.02 mL). 
For killing fleas, (flea eggs, flea larvae,) all slages of Brown dog ticks, American dog ticks, Lone Star ticks, and 
Deer ticks (!hat (which] may transmit (carry) Lyme disease), mosquitoes and chewing lice; apply to DOGS or 
PUPPIES (8 weeks old or older) as follows: (folklwed by application directions). 

• Persistent flea and tick efficacy for up to one month (4 weeks) 
• Prevents flea and tick (re-)Tnfestation for up to one month (4 weeks) 

Kills fleas and ticks for up to one month (4 weeks) 
Apply monthly for control and prevention of fleas and ticks 
Kills fleas and ticks that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, 
bartonellosis (and hepatozoonosis). 

• Kills fleas. (flea eggs, flea larvae,) ticks, mosquitoes and chewing lice 
• Kills !leas, (flea eggs, flea larvae,) ticks, mosquitoes and lice 
• Effective monlhly control of fleas and ticks 
• Effective monthly application for fleas and ticks 
• Effective monthly application for dogs against !leas and ticks 
• Single application kills fleas and ticks 

Single application lasts 4 weeks (one month) 
• Research has shown that flea, tick and chewing lice infestations can be completely controlled with monthly 

applications of EFFIPRO"' PLUS Topical Solution for Dogs. 
Fleas: EFFIPRO"' PLUS Topical Solution for Dogs can kill aduK fleas, flea eggs and flea larvae for up to three 
months. Apply monthly if your dog has fleas that may cause Flea Allergy Dermalilis (FAD), or if reinfestation is likely. 
Ticks: EFFIPRO"' PLUS Topical Solution for Dogs can kill ticks for a month or longer. Apply monthly where tick 
control is consistenlly needed. 

[Fleas) 

Chewing Lice: EFFIPRO® PLUS Topical Solution for Dogs can kill chewing lice for a month or longer. Apply monthly 
where chewing lice control is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution for Dogs can kill mosqu~oes within 24 hours 
(for up to 7 days) and within 48 hours (for up to 28 days). 

• Kills newly emerged adult fleas priOr to egg laying 
• Kills fleas, flea eggs and flea larvae 
• Sterilizes and kills (adult) fleas 
• Prevents all flea stages (adult fleas, !lea eggs. flea pupae and flea larvae) 
• Prevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to (3 months) (90 days) 
• Wilh pyriproxyfen (IGR) to break flea life cycle 
• Dual Aclion(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
• Kills fleas that may transmit bartonellosis 

Kills fleas that may transmit bartonellosis, tularemia and tapeworm 
• !(IllS fleas that may transmit diseases, including bartonellosis, tularemia (and tapeworm infestations). 

Kills !leas thai may cause Flea Allergy Dermalilis (FAD) or flea-bite anemia 
• Effecttve monthly application against fleas 
• Effective monlhly control of fleas 
• Kills adult fleas for up to one month (4 weeks) 
• Killsfleas 

Easy to apply, control of (for) fleas that lasts 1 month (4 weeks) 
• East to apply, flea control that lasts up to 1 (one) month (4 weeks) 

EFFIPRO"' PLUS Topical Solution for Dogs kills fleas on your dog 
• Kills adult fleas which may cause Flea Allergy Dennamis (FAD) 
• Kills fleas which (that) may cause flea-bite anemia 
• Fleas do not have to bile to die 
• EFFIPR0° PLUS Topical Solution for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis) 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 

Dermatitis (FAD) 
• Prevents flea eggs from hatching or developing inlo larvae or aduK stages (for up to 90 days (3 months)) 

[Ticks) 
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• Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (ioctuding those that may 
transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrtichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that may transmit Rocky 
Mountain Spotted Fever), Brown dog ljcks (that may transmit ehrtichiOsis), and Lone Star ljcks (that may transmit 
hepatozoonosis) for up to one month (4 weeks). 
Kms ljcks inclucfmg Deer ticks (that may transmit Lyme cf1sease), American dog ticks (that may transm"1t Rocky 
Mountain Spotted Fever), and Brown dog ticks (that may transmit ehrlichiosis) for up to one month (4 weeks). 
Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dennacentor van"abilis), Deer ticks (Ixodes spp) 
and Lone Star ticks (Amblyomma americanum) for up to one month (4 weeks). 

• Kilts Amblyomma amertcanum (Lone Star ticks) for 4 weeks (for up to one month). 
• Effective monthly application against ticks 

[Mosquitoes} 

• Kills mosquitoes 
• Kilts mosquitoes for up to 28 days 

[All a! hers} 

• EFFIPR0° PLUS Topical Solution for Dogs aids in (the) control of sarcopljc mange mite infestaljons. 
• Aids in (the) control of sarcopfic mange mite infestations 

Elimination of mites may require multiple monthly appticaljons. 
Chewing tice infestations are rapidly eliminated 

• May be used on puppies from 8 weeks of age 
• Only for dogs and puppies 8 weeks old or older (weighing up to 22.g tbs, 23 to 44.91bs, weighing 45 to 88.91bs, 

weighing 89 to 132 tbs) 
• Easy, spot-on (topical) application 

Convenient topical application for dogs 
Easy to apply spot-on (topical) application 
Quick drying, non-greasy 

• Convenient, easy to apply 
• Easy and convenient application (applications) 
• Convenient to use (easy to apply) 
• Once monthly application 

Single application lasts up to 4 weeks (1 month) (one month) 
t (3, 6 or36) applicator(s) [tube(s)J 0.023 II oz (0.67 mL) 
t (3, 6 or36) applicator(s) ltube(s)J 0.0451! oz (1.34 mL) 
1 (3, 6 or36) applicator(s) ltube(s)J 0.091 fl oz (2.68 mL) 

• t (3, 6 or 36) applicator(s) (tube(s)l 0.136 II oz (4.02 mL) 
• t (3, 6, 36) month(ty) dose(s) (applications) 

1 (3, 6 or 36) appticator(s) [tube(s)) (each) containing 0.023 II oz (0.67 mL) 
• 1 (3, 6 or 36) applicator(s) [tube(s)) (each) containing 0.045 II oz (1.34 mL) 

1 (3, 6 or 36) applicator(s) [tube(s)J (each) containing 0.091 II oz (2.68 mL) 
1 (3, 6 or 36) applicator(s) ltube(s)J (each) containing 0.136 fl oz (4.02 mL) 

• t applicator (tube) 1 month(ty) dose 
3 applicators (tubes) 3 monthly doses (applications) 
6 applicators (tubes) 6 monthly doses (applications) 

• 36 applicators (tubes) 36 monthly doses (applications) 
• t (3, 6, 36) appticator(s) containing 0.023 fl oz 10.67 mLJ, (0.045 fl oz [1.34 mLI. 0.09 t fl oz [2.68 mLj, 0. t36 II oz [4.02 

mLJ) 
Available from licensed veterinarians 
Remains effectlve after exposure to sunlight 
Remains effective after bathing and swimming 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 

• Remains effective after exposure to rain and sunlight 
• Still works after bathing, swimming or exposure to sunlight 

Still works after exposure to sunlight 
Maintains residual efficacy after bathing and swimming 

• EFFtPRO"' PLUS Top! cat Solution for Dogs is effective after bathing, shampooing, water immers"1on. or sunlight 
exposure. 
Waterproof (remains effective after bathing and swimming) 
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VIRBAC rebuttal to the TRB review for 2382-RII dated 5-18-12 
Byron Backus to: Richard Gebken 06/20/2012 04:10PM 
Cc: John Redden, Masih Hashim 

History: This message has been forwarded. 
~~~~ ~~~~~~~ ~~ ~ ~~~~ ~~~~~ ~~~~ ~~ ~~~~-~~~- ~~ ~~~~~~~~~ ~- ~ ~~ ~ -~ ~-~~~~ ~ ~~~~~ ~~~~~~~~~~~~---~~~--~~~ ~---~~~ ~~~~~~~~~~ ~~ - ~ ~ 

After reviewing Virbac's rebuttal dated June 11, 2012, I have concluded that the MRIDs previously cited in 
support of EPA File Symbol 2382~RII will allow a claim for use on 8-week~o!d kittens. In addition, it is 
noted that 2382~RII is similar to 2382~ 186, except that 2382~RII includes 11.5% Pyriproxyfen, which has 
very low toxicity to mammalian species. 
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Efficacy Review 

Date: June 19,2012 

Efficacy Reviewer: Clayton Myers, Ph.D., Entomologist, RD-IB ~.~I J..-

m):ei:.claytOJI@epa.gov //--j!J' ,· t.. -\ 
70J-J47-8874 f I L /···· 

Risk Manager Rev.: Bonaventure Akinlosotu 

Products: EFFIPRO Plus Topical Solution for Dogs 

EPA Reg.#: 2382-RIO 

A.I.'s: Fipronil (9.7%), Pyriproxyfen (2.9%) 

Decision #s: 459013 

DP#s: 398342 

Submission: R31 0, New Products, RD Science Review 

MRJDs: Submitted: 48696915,48695015,48695016,48695017 

GLP: 

Cited: 43121114, 43121115, 43121116, 43121117, 43121118, 43121119, 
43121120,43121121,43121122,4344490!,43577701,43577712, 
43577713,43951701,44088901,46006002,44900904,45020601, 
44942011,44942106,45612701,45618501,4562050!,45620502, 
45620503,45620504,45620505,45620506,45628101,45628102, 
45628103,45628104,45628105,45628201,45866901,45866902, 
46019201,46019202, 

Not all 

Summary/Discussion of Submitted and Cited Efficacv Data: 

Efficacy claims are supported for control the following pests on dogs for one month: 
I. Fleas (adults, eggs, and larvae). A six week duration claim is supported for flea 

adults, as it is caveated that treatment should be applied every four weeks under high 
flea pressure (same as claims accepted for pioneer fipronil products). Claims against 
flea eggs, flea larvae, prevention of all flea life stages, and breaking of the flea life 
cycle are supported for 3 months (90 days). 

2. Ticks (all stages, including Ticks that may transmit Lyme Disease) 
3. Mosquitoes 
4. Chewing Lice 
5. Aids in Control of Sarcoptic Mange 

Page I of2 
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6. Submitted MRID's are summaries and/or extraneous to data requirements and are 
rated as supplemental. 

Specific Review of Label Claims and Directions: 

l. Throughout the label, for the mosquito claims related to speed of kill, "Kills mosquitoes 
within 24 hours for up to 7 days and within 48 hours for up to 28 days", all parenthes 
must be removed, as this implies optional text for the durations of control. 

2. Throughout the label, all references to disease claims which are open ended must be 
revised to only refer to specific diseases that may be transmitted by the targeted pest. For 
example, all text that can be interpreted as all-inclusive such as "including" prior to a list 
of diseases must be deleted. 

Page 2 of2 
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May 15,2012 

Ui'OITED STATES ENVIRONI\lENTAL PROTECTIO:"\ AGE)"';CY 
WASHINGTON. D.C. 20460 

OFFICE OF CIIE,IICAI, S.\FETY 
.-\C\D POUXTIO'\ f>RfVEC'iTIO'\ 

OFFICE OF PESTICIDE PIWGR,UIS 
IU:GrS1-IHTIOC\ DIVISIOC\ (75051') 

MEMORANDUM 

Subject: Name of Pesticide Product: 
EPA Reg. No. /File Symbol: 

EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS 
2382-RIO 

DP Barcode: 
Decision No.: 
Action Code: 
PC Codes: 

From: 

DP 398341 
459013 
R310 
129032 (Pyriproxyfen: 2.9%) 
129121 (Fiproni!: 9.7%) 

Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

r;y--C~.G~ 
1) 'Lo\'L - I, 

)'-l ~1 I ~-'[ (1~ -'f'~ ~ 

To: Bonaventure Akinlosotu/Richard Gebken RM 10 
Insecticide Branch 
Registration Division (7505P) 

Registrant: VIRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fipronil 
129032 Pyriproxyfen 
Other lngredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

bywt. 
9.7% 
2.9% 

87.4% 
100.0% 

s-;, s:. p---- /r,, 

"For your review: R31 0. MRID 486969-10 to -14; for a Fiproni1 + Pyriproxyfen containing Spot-On 
for dogs. Submits prod chem., tox, efficacy and CAS data ... " 
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BACKGROUND: 

The material received for review includes a proposed label, indicating the product is packaged in 
single-use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 fl. 
oz. (0.67 mL) "for small dogs and puppies 8 weeks old or older and up to 22.9lbs," 0.045 fl. oz. (1.34 
mL) for dogs weighing 23-44.9lbs, 0.091 fl. oz. (2.68 mL) for dogs weighing 45-88.9lbs, and 0.136 
fl. oz. (4.02 mL) for dogs weighing 89-132lbs. The product is to be applied no more frequently than 
once a month ("Effective monthly control of fleas and ticks," and "Once monthly application." There 
are five acute toxicity studies (MRID 48696910, acute oral toxicity study in rats; 48696911, acute 
dermal toxicity study in rats; 48696912, acute eye irritation study in rabbits; 48696913, acute dermal 
irritation study in rabbits; and 48696914, contact hypersensitivity in albino guinea pigs, Buehler test), 
and a waiver request for the inhalation toxicity study requirement. In addition, there is a basic CSF, 
dated October 21,2011. 

COMMENTS AND RECOMMENDATIONS: 

1. The acute toxicity studies in MRIDs 48696910-48696914 were reviewed by a contractor, 
Summetic. The resulting DER was reviewed by TRB, and the appropriate revisions, if necessary, 
were made. It is concluded that these five acute toxicity studies are acceptable, and can be used to 
support the registration of2382-RIO. 

2. TRB has reviewed the acute inhalation toxicity study waiver request, and concludes that, based on 
the proposed product use and minimal potential inhalation exposure, this study can be waived and 
the product can be assigned to Toxicity Category IV by the inhalation exposure route. 

3. Based on the results of the acute toxicity studies, the following is the acute toxicity profile for 
2382-RIO (EFFlPRO® PLUS TOPICAL SOLUTION FOR DOGS): 

Acute oral toxicity lli Acceptable MRID 4869691 0 
Acute dermal toxicity lli Acceptable MRID 48696911 
Acute inhalation toxicity lV Waived nla 
Primary eye irritation Ill Acceptable MRlD 48696912 
Primary dermal irritation IV Acceptable MRID 48696913 
Dermal sensitization Negative Acceptable MRID 48696914 

4. Based on the acute toxicity profile above, the following is the precautionary and first aid labeling 
for 2382-RIO, as obtained from the TRB Label Review System. 

PRODUCT ID #: 002382-00189 

PRODUCT NAME: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS 

PRECAUTIONARY STATEMENTS 
SIGNAL WORD: CAUTION 

Hazards to Humans and Domestic Animals: 

Harmful if absorbed through skin. Harmful if swallowed. Causes moderate eye irritation. Avoid oontact with 
skin, eyes or clothing. Wash thoroughly with soap and water after handling and before eating, drinking, 

2 

35



chewing gum, using tobacco or using the toilet. Wear long-sleeved shirt and long pants, socks, shoes, and 
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.)* 

*[Protective eyewear may be specified, if appropriate). 

First Aid: 

If on skin: 
-Take off contaminated clothing. 
-Rinse skin immediately with plenty of water for 15-20 minutes. 
-Call a poison control center or doctor for treatment advice. 

If swallowed: 
-Call a poison control center or doctor immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 

If in eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
-Call a poison control center or doctor for treatment advice. 

NOTE TO PHYSIGAN: Note to PM/CRM/Registrant: The proposed label should contain a "Note to Physician". 
The following statements are suggested types of information that may be included, if applicable: -technical 
information on symptomatology; - use of supportive treatments to maintain life functions; - medidne that will 
counteract the specific physiological effects of the pesticide; - company telephone number to specific medical 
personnel who can provide specialized medical advice. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment information. 

5. The basic CSF dated October 21, 2011 for 2382-RIO should be reviewed and accepted by the 
TRB Chemistry Team. 
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DATA EVALUATION RECORD 

PYRIPROXYFEN AND FIPRONIL 
[104.11; EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS[ 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT [OCSPP 870.1100; OECD 425[ 
ACUTE DERMAL TOXICITY- RAT [OCSPP 870.1200; OECD 402[ 
ACUTE EYE IRRITATION- RABBIT [OCSPP 870.2400; OECD 405[ 
ACUTE DERMAL IRRITATION- RABBIT [OCSPP 870.2500; OECD 404[ 
DERMAL SENSITIZATION- GUINEA PIG [OCSPP 870.2600; OECD 406[ 

MRID: 486969-10,486969-11,486969-12,486969-13, and 486969-14 

Primary Reviewer: 
Donna L. Fefee. D.V.M. 

Secondary Reviewers: 

Prepared for 
Registration Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Summitec Corporation 

9724 Kingston Pike, Suite 602 
Knoxville, Tennessee 3 7922 

Task Order No. 3-C-10 

Signature: 
Date: 

Thomas C. Marshall. Ph.D .. D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S .. Program Manager Signature: 
Date: 

Quality Assurance: 
Angela M. Edmonds. B.S. Signature: 

Date: 

Disclaimer· 

i)~ L FM,AG 
APR 16 2012 

This review may have been altered subsequent to the contractor's signatures above. 
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EPA Reviewer: Byron T. Backus, Ph.D. 
Risk Manager (EPA): 10 

Date: May 15, 2012 

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies 
submitted for the proposed product, File Symbol 2382-RIO 

1. DP BARCODE: 398341 
2. PC CODES: 129032 and 129121 
3. CURRENT DATE: May 15,2012 
4. TEST MATERIAL: 104.11; Batch #FMA 11123-1; 9.68% Fipronil and 2.98% Pyriproxyfen 
(per certificate of analysis); yellow odourless liquid (or colorless to yellowish liquid); density: 1.036 
i;mL; pH: 4-5 (MRID 48696912; expiration date: November 2011; stored at room temperature 
Study/Species/Lab MRID Results Tox Core 
Study # /Date Cat Grade 
Acute oral toxicity I rat 48696910 LDso Females 2000 mg/kg bw III A 
Harlan Laboratories Ltd. [95% PL Confidence interval is 0 

(ltingen, Switzerland) to >20,000] 
Study #D34666 I November 18, Four tested (with dosing on day I) 

2011 in accordance with AOT425 
OCSPP 870.1100; OECD 425 StatPgm (assumed sigma=0.5): I at 

550 mg/kg, 3 at 2000 mg/kg. 
550 mg/kg: no deaths, abnormal 
clinical signs, bw effects, or gross 
findings. 
2000 mg/kg: 2 deaths (days 6 & 9); 
clinical signs: ruffled fur and/or 
hunched posture in 2/3 (day 1); 
survivor lost wt days 1-8 but had 
net gain for the study overall; gross 
necropsy findings limited to lung 
congestion in both decedents. 
Deviation from OECD 425: no 
rationale provided for use of 
starting dose d(fferent from default. 
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Acute dermal toxicity I rat 48696911 LD5o > 2000 mg/kg (both sexes) III A 
Harlan Laboratories Ltd. No deaths, abnormal systemic 

(Itingen, Switzerland) clinical signs, or abnormal gross 
Study #034677 I November 18, findings; BW affected: 415 males 

2011 and 415 females lost weight during 
OCSPP 870.1200; OECD 402 days 1-8, all animals gained during 

days 8-15 and most had net B W 
gain over days 1-15 (1 female had 
net loss over days 1-15); local 
effects: erythema on 1 male on day 
2 (resolved by day 3), 
desquamation and/or focal crusts 
on 515 males and 415 females 
beginning days 2-6 (resolved by 
day 15 except desquamation in I 
male and I female). 
Note: It is unclear whether the size 
of the dose site really was I 0% of 
the body surface area (BSA). The 
study author stated that application 
sites were approximately I 0% of 
body surface area, but it was also 
stated that application sites were 
covered by a gauze pad measuring 
~25 cm2, which, according to 
standard formulas, would be less 
than IO% of the BSAfor rats in the 
BWrange used in this study (I93.7-
276.8). 
Deficiency: Systemic clinical signs 
data .from days 2-I5 were omitted 

I from the studv revort. 
Acute inhalation toxicity I rat n.a. Waiver recommended on basis of (IV) w 

product use (pet spot-on) and 
minimal inhalation exoosure. 

Primary eye irritation I rabbit 48696912 Use of anesthetic not mentioned. Ill A 
Harlan Laboratories Ltd. No corneal or iridial effects seen in 

(Itingen, Switzerland) any eye at any time point. 
Study #034688 I November 30, Conjunctival redness present in 3/3 

2011 eyes at 1 hr through 7 days and in 
OCSPP 870.2400; OECD 405 213 and 1/3 eyes at 10 and 14 days 

post instillation (score=1-2). 
Conjunctival discharge seen in 2 
eyes at 1 hour (score= I) and not 
seen thereafter. Slight to moderate 
scleral reddening seen in 3 eyes at 
1 hour and in 2 eyes at 24-72 hours. 
Conjunctivitis scored as "positive" 
in 2/3 eyes at 24-48 hrs and in I /3 
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eyes at 72 hours. 
MMTS~3.33, at 1-48 hours; 
Mildly irritating (per Kay and 
Calandra). 
Classified based on resolution of 
"positive" irritation within 7 days 
or less. 

Primary dermal irritation I 48696913 PDI at 72 hours-0.00 IV A 
rabbit There were no observations of 

Harlan Laboratories Ltd. erythema, edema, or other changes 
(Itingen, Switzerland) to the skin on any animal at any 

Study #D34690 I November 30, time point. 
2011 "Nonirritant" based on US EPA 

OCSPP 870.2500; OECD 404 (1988). 
Derma,l sensitization J guinea 48696914 Tested using Buehler method -- A 

pig Induction used 1 00% 
Harlan Laboratories Ltd. concentration; challenge used 75% 

(Fullinsdorf, Switzerland) concentration in diethylene glycol 
Study #D3470 II October 27, monoethyl ether vehicle. 

2011 No positive dermal reactions on 
OCSPP 870.2600; OECD 406 treated or vehicle control animals 

following challenge. 
Not a sensitizer 
Deficiencies: Justification not 
provided for usage of nonMstandard 
vehicle. It appears that in the 
positive control study the testing 
lab was not able to identify the 
HNJC; two challenge 
concentrations (neither of which 
was a HNIC) were selected, based, 
in part, upon historical results. 
Results of initial challenge were 
equivocal, and are-challenge was 
necessary. "Correct" results were 
attained, but the laboratory has not 
necessarily demonstrated 
proficiency. 

Core Grade Key: A =Acceptable, S =Supplementary, U =Unacceptable, D =Data Gap, W = 
Waived 
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U~ITED STATES ENVIRONME:\TAL PROTECTION AGE:"l"CY 
WASIIfNGTON, D.C. 20460 

OFFICE OF CI-IDIICAL S.\FETY .\.'iJ) POLl rrro:•.- I'RE\"E:"TIO:'\ 
OfFICE OF PICSTIC'IIH: PIHlGH.-\.\IS 
HEGISTHATIO_.., Dl\"ISIO:" (75115P) 

BARCODE No~ 398340; 
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; 
PC Code(s): 129121& 120932; Action Code: R310; 

FILE SYMBOL No.: 2382-RIO; 
DECISION No.: 459013; 
FOOD Use: No 

DATE: May 7, 2012 

SUBJECT: Product Name: Effipro Plus Topical Solution for Dogs 

1 FROM: Akiva Abramovitch, Ph.D. 
Technical Review Branch I RD (7505P) 

THROUGH: Shyam Mathur, Ph.D. C/1~ 
Product Chemistry Team Leader 0 I 
Technical Review Branch/RD (7505P) 

TO: Bonaventure Akinlosotu/Richard Gebken, PM 10 
Insecticide Branch/ RD (7505C) 

Company Name: Virbac 
Formulation Type: Spot-On Solution 

INTRODUCTION: 

s.11C( !L_ 

The applicant has submitted an application for registration of a new end use product. In support of 
the registration application, the registrant has submitted product chemistry data corresponding to 
guideline 830 series, group A & group B (MR!Ds 486969-01 through -09). The CSF of the basic 
formulation (dated 10/21/2011) was submitted along with the product label. TRB has been asked to 
determine the acceptability of the product chemistry data and the proposed basic CSF dated October 
21,2011. 

SUMMARY OF FINDINGS: 

I. Name of Active Ingredient: Fipronil (9.7%) and Pyriproxyfen (2.9%). 

2. Has the registrant claimed substantial similarity to a registered product? 

[]Yes; [X] No; [] NA; if yes give the registration number of the cited product. 

3. All the source materials for the active ingredients are derived from the registered sources: 
[X] Yes; []No.  added to the 
CSF. 41

*Product ingredient source information may be entitled to confidential treatment*



BARCODE No~ 398340; 
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; 
PC Codc(s): 129121& 120932; Action Code: R310; 

FILE SYMBOL No.: 2382-RIO; 
DECISION No.: 459013; 
FOOD Use: No 

4. All inert ingredients have been screened by llAB (and found to be approved for the proposed 
labeled uses: [X] Yes; [] No. 

5. Confidential Statement ofFormula(s): 

[X] Basic Dated: October 21. 2011; 

6. Product label 

a. Ingredient statement: Nominal concentration of Allisted on CSF(s) concur with product label 
(PR Notice 91-2). 

[X] Yes, if not, explain below: 

Is the sub statement in compliance with PR Notice 97-6 (inert ingredient vs other ingredient)? 
[X] Yes; []No; if not. explain below: 

Metallic equivalent: 
Soluble arsenic: 
Isomeric ratios: 
Acid equivalent: 

[ ] Yes 
[ ] Yes 
[ ] Yes 
[ ] Yes 

[X] NA; 
[X]NA 
[XJNA 
[X] NA; {name} acid equivalent= xx% 

b. Health related sub statements: Product contains? 

Petroleum distillate at> 10%: [ ] Yes [X] No [ ] NA 
Methanol at> 4%: [ ] Yes [X] No [ ] NA 
Sodium nitrate/Sodium nitrite [ ] Yes [X] No [ ] NA 

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78 
for: flammability, explosive potential or electric insulator breakdown? 
[ ]Yes [X]No 

Is the sub statement in compliance with PR Notice 98-6 (Total Release Fogger)? 
[ ] Yes, [ ] No, [X] NA, if not, explain below: 

d. Label requires an additional Storage and Disposal statement: 
[ ] Yes [X] No 
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BARCODE No~ 398340; 
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; 
PC Code(s): 129121& 120932; Action Code: R310; 

7. Group A: Product Chemistry Data 

FILE SYMBOL No.: 2382-RIO; 
DECISION No.: 459013; 
FOOD Use: No 

TRB's determination of the acceptability for the proposed product is listed in the tables below. 

Data submitted TRB's 
Guideline Assessment 
No. Study Title 

Yes No of Data MRIDNos. 

Product Identity & 
830.1550 Composition X A 486969-01 

Description of materials used 
830.1600 to produce the product X A 486969-01 

Description of formulation 
830.1650 I process X A 486969-01 

Discussion on the formation 
830.1670 of impurities X A 486969-01 

486969-08 and-
830.1700 Preliminary analysis X A 09 

Standard 
certified X A 

Certified Limits 
limits 
(158.350) Proposed Limits NA 

Justification for 
830.1750 wider limits NA 486969-01 

Enforcement analytical A(HPLC 486969-08 and-
830.1800 method X method) 09 

A= Acceptance, N =Not Acceptable, G =Data Gap, W =Waiver Request, I= In Progress, 
NA =Not Applicable; U = Upgradeable 
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BARCODE No,; 398340; 
PRODUCT NAME: Effipro Plus Topical Solution for Dogs; 
PC Code(s): 129121& 120932; Action Code: R310; 
8. GroupB: 

Guideline Study Title Value or Qualitative 
No. Description 

FILE SYMBOL No.: 2382-RIO; 
DECISION No.: 459013; 
FOOD Use: No 

TRB"s MRJDNos. 
Assessment 
of Data 

Colorless liquid with sweet 
830.6303 Physical State odor A 

830.6315 Flammability 94.3"C flashpoint A 
NA, not considered to be 

830.6316 Explodability I potentially explosive A 

830.7000 pH 5.95 1% solution at 23 C A 

830.7300 Density (units) 1.032 g/cm3 A 

A= Acceptance, N =Not Acceptable, G =Data Gap, W =Waiver request, 
NA =Not applicable, I= In progress, U = Upgradeable 

CONCLUSIONS: 

486969-02 

486969-04 

486969-02 

486969-05 

486969-07 

TRB has reviewed the CSF(s) and product chemistry data for the proposed end use product and 
has concluded: 

I. The proposed CSF for the basic formulation dated October 21 2011 is acceptable 

2. The data submitted corresponding to guidelines 830J550 {product identity and composition), 
830.1600 (description of materials used to produce the product) , 830.1650 (description of 
formulation process), 830.1670 (discussion on the formation of impurity), 830.1750 (certified 
limits), and 830.1800 (enforcement analytical method) are acceptable. 

3. The product chemistry data submitted corresponding to guidelines 830.6302 (color), 830.6303 
(physical state). 830.6304 (odor). 830.6314 (oxidation/reduction). 830.6315 (flammability). 
830.6316 (explodability). 830.7000 (pH). 830.7100 (viscosity). and 830.7300 (density) are 
acceptable. 

4. The storage stability (guideline 830.6317) and corrosion characteristics (guideline 830.6320) 
studies were not submitted. These physical/chemical properties are required and it is 
recommended that observations should be made at 0, 3, 6, 9, and 12 month intervals. 

5. The proposed label was screened as it pertains to the product chemistry requirements. The 
review of the proposed label and uses are the purview of the RM team. 
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UNITED STATES ENVIRONMEl\'TAL PROTECTIOi'\' AGENCY 
WASHINGTON, D.C. 20460 

June 7, 2012 

MEMORANDUM 

OFFICE OFCJIE\JJCAL SAFtT\" 
_\ '\D J>OLJ.UTI(l:-.- J>IU:VJ.;vno:-; 

OFFICE OF l'ESTJCJDE PROGRA \IS 
IU:GISTRc\TI(I:\" Jli\"ISIO:"i (7~0~1') 

Subject: Name of Pesticide Product: 
EPA Reg. No./File Symbol: 

EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS 
2382-RIO 

DP Barcode: 
Decision No.: 
Action Code: 

DP 398344 
459013 
R310 

PC Codes: 129032 (Pyriproxyfen: 2.9%) 
129121 (Fipronil: 9.7%) 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

(lr'.0- 0 > 

.r..., II<- 1 J 1...-o l .__ '· 

t'-1 J,f,.d"-'L~ . ·-r . r7 
_1 i - J>v W!J(:.LC'I.£r• 

To: Bonaventure Akinlosotu/Richard Gebken RM 10 
t ec~ lr<:!--C- '-t _)) 

Registrant: 

Insecticide Branch 
Registration Division (7505P) 

VJRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fipronil 
129032 Pyriproxyfen 
Other Ingredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

bywt. 
9.7% 
2.9% 

87.4% 
100.0% 

"For your review: R31 0. MRID 48696916; for a Fipronil + Pyriproxyfen containing Spot-On for dogs. 
Submits prod chem., tox, efficacy and CAS data ... " 
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BACKGROUND: 

"The material received for review includes a proposed label, indicating the product is packaged in single­
use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 fl. oz. (0.67 
mL) "for small dogs and puppies 8 weeks old or older and up to 22.9lbs," 0.045 fl. oz. (1.34 mL) for dogs 
weigbing 23-44.9 lbs, 0.091 fl. oz. (2.68 mL) for dogs weighing 45-88.9 lbs, and 0.136 fl. oz. ( 4.02 mL) 
for dogs weighing 89~1321bs. The product is to be applied no more frequently than once a month 
("Effective monthly control of fleas and ticks," and "Once monthly application." There is a data matrix 
(dated December 20, 2011) which cites 12 studies to satisfy the companion animal safety data requirement 
(~R1Ds43444905,43577711,43863802,43121110,43121111,45620507,43396408,43612601, 

44900902,44900903,42178309, and "new submission" [presumably the material in ~RlD 48696916, 
which consists of summaries of several previously reviewed companion animal safety and other studies; 
OPPIN indicates no studies have been submitted for 2382-RIO] from Virbac. 

COM~ENTS AND RECO~~ENDATIONS: 

1. The following are review summaries of the eleven studies (the 12 indicated above less the material in 
MRID 48696916) that have been cited to satisfy the 870.7200 data requirement to support the 
registration of 2382-RIO. 

• ~RID 43444905: Schwartz, E. (1994) Domestic Animal Safety Study ofRM1601C Topical Spray 
(Frontline Spray Treatment) in Juvenile Dogs: Lab Project Number: 94423: PS-232DAS. Unpublished 
study prepared by White Eagle Toxicology Labs. 171 p. [according to OPPIN the products supported 
by this study are 65331-1 and 65331-EUP-1; DERs for this study are in TXRs 0011677 and 0011764; 
Groups of 4 or 6 beagles (~8 weeks old) per sex received single applications ofRM 1601C Topical 
Spray [0.25% w/v fipronil = 0.29% w/w fipronil] at dosages of6 mL/kg (IX recommended dose) or 
30 mL/kg (5X). A control group of 4/sex was treated with the vehicle at 30 mL/kg. "This study was 
upgraded to acceptable in TXR 0011764]. 

• ~RlD 43577711: Walker, K. (1995) Discussion in Support of Bridging Domestic Animal Safety Data 
on Frontline Spray Treatment to Frontline Spot Treatment Data Package. Unpublished study prepared 
by Rhone Merieux, Inc. 6 p. [According to OPPIN the product supported is 65331-EUP-E; this is not 
an actual study, but an argument as to why there is justification for linking the spot-on product 
containing -10% fipronil to the data base of an existing product (Frontline® Spray Treatment, 0.25% 
w/v fipronil)]. 

• ~RID 43863802: Powell, L.; Paffett, R. (1995) Domestic Animal Safety Study by Topical 
Administration to Dogs: Fipronil Spot Treatment (RM 1601E): Lab Project Number: ~RX 23/950406. 
Unpublished study prepared by Huntingdon Research Centre, Ltd. 219 p. [According to OPPIN the 
product supported was 65331-EUP-E; from TXR 0051187: " .. .4 male and 4 female pure-bred beagle 
dogs (approximately 10 weeks of age) were administered a single topical treatment ofRM1601E/62 
(9.7% fipronil) at either IX, 3X or 5X the recommended dose (0.133 mg/kg/spot) once every month 
for a total of6 treatments ... 4 male and 4 female dogs served as a control group and were treated with 
the formulation vehicle at 5X the recommended dosage. A similar group served as an untreated 
control... The study demonstrated that RM1601E/62 (9.7% fipronil) has at least a 5X margin of safety 
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in dogs greater than 10 weeks of age. The product label should state that there may be temporary 
irritation after application." The study was classified as acceptable]. 

• MRlD 43121110: Arnaud, J.; Consalvi, P. (1993) Assessment of Tolerance of a 0.25% RM 1601 Spray 
Formulation in Dogs at 3, 9, and 15 ml/kg When Applied 6 times to the Haircoat at 28 Day Intervals: 
Revised: Lab Project Number CLI138. Unpublished study prepared by Rhone Merieux, Inc. 69 p. 
[according to OPPIN the product supported by this study is 65331-EUP-1; a DER for this study is in 
TXR 0010923; groups of 3M & 3F beagle dogs were topically administered 6 treatments of0.25% 
fipronil at dosages of either 0, 3, 9 or 15 mL!kg (0, 7.5, 22.5 and 37.5 mg fipronil/kg, respectively) at 
28-day intervals. The proposed recommended dose for the 0.25% product was 3 to 6 mL/kg; 0.67 mL 
of a 9. 7% fipronil product applied to a 5 kg dog would be equivalent to a dosage of 13 mg fipronil/kg. 
From TXR 0010923: "Classification: Unacceptable because: 1) the highest dosage level was not 5X 
the highest recommended dose; and 2) the study was not conducted in compliance with the GLP 
regulations]. 

• MRID 43121111: Arnaud, J.; Consalvi, P. (1993) Domestic Animal Safety: Assessment of the 
Tolerance of a 0.25% RM 1601 Spray in Nursing Puppies Administered Twice at a 28 Day Interval at 
a Dose Rate of 6 ml!kg: Revised: Lab Project Number CLI 180. Unpublished study prepared by Rhone 
Merieux, Inc. 32 p. [According to OPPIN the product supported by this study is 65331-EUP-1; a DER 
for this study is in TXR 0010923; a total of27 male and 21 female nursing puppies (91itters of either 
beagle, spaniel or griffon breeds) topically received two treatments of 0.25% formulation at a dosage 
of 6 mL/kg (proposed recommended dosage= 6 mL/kg) with 28 days between the treatments. The 
dams of the litters were treated at the same dosage. Twenty-six male and 15 females served as 
untreated controls. Six treated puppies, including four from the same spaniel litter, died before 
weaning and another died after weaning. Parvovirus was isolated from the spaniel litter. One control 
puppy died; there was no statistical difference in mortality between the groups. Growth rates were 
either comparable to or exceeded the applicable control group for the beagle and griffon breeds, but 
were lower for the spaniel (this lower growth rate may have been from the parvovirus infection). 
Classification: Unacceptable because: 1) the study was conducted with nursing rather than weaned 
puppies; 2) the highest dosage level was not at 5X the recommended dose; 3) the study was not 
conducted in compliance with GLP regulations]. 

• MRID 45620507: Godin, C.; Alva, R. (2000) ML-2,095,988 509T/Dog/Solution/Topical/Safety/ 
Tolerance/Reproduction, Reactions: Final Report: Lab Project Number: PR&D 0020201: WEL 99885: 
PR&D 00202. Unpublished study prepared by White Eagle Toxicology Laboratory. 123 p. [From 
OPPIN the product supported by this study is 65331-5; the review of this study is in TXR 5008387: ln 
a special (reproductive) companion animal safety study a topical formulation containing 10% w/v 
fipronil and 9% w/v (S)-methoprene was administered at OX (Group 1; sham-treated controls), IX or 
0.133 mL/kg (Group 2) and 3X or 0.399 ml/kg (Group 3) to groups of 12 adult female beagle dogs 
(bitches) prior to and during pregnancy, through parturition and to weaning of the puppies. The only 
dose-related effects observed in bitches were pink skin at the application site on days of treatment 
(recorded 15 times in Group 2, 37 times in Group 3), and pink skin at the application site on the day 
following treatment (3 times in Group 3). There was no indication of an adverse effect on any 
reproductive parameters (including gestation index, incidence of cesarean section, incidences of 
stillborn pups, incidences of pups dying between birth and weaning). There were no significant 
differences between puppies from the 3 groups with respect to physiological parameters (mean body 
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weights, mean rectal temperatures, mean respiratory rates, mean heart rates) measured on post­
parturition days 14, 28 and 42 . 

Although no dogs were dosed at 5X level, and no blood was taken for clinical chemistry and 
hematology measurements, the purpose of this study was to allow a label claim on breeding, pregnant 
and lactating bitches. TRB has previously reviewed a companion animal (dog) study for this 
formulation which included a 5X dosage group and measurements of clinical chemistry and 
hematology parameters. This study is classified as acceptable. The findings of this study are adequate 
to support the use of EPA Reg. Nos. 65331-3 and 65331-5 at the specified label use rates (varying 
according to the weight of dog) at 28-day intervals on breeding, pregnant and lactating bitches]. 

• MRID 43396408: Pennington, R.; Clymer, B. (1994) Study Report for the Target Animal Safety 
Evaluation ofECTO Flea and Tick Insecticide with IGR on Dogs: Lab Project Number: A-94-0I­
F701-007: 278-94-59: F701R09. Unpublished study prepared by CALV, Inc. & CRC. 28 p. [From 
OPPIN the product supported by this study is 67505-3; the review ofthis study is in TXR 0011565: 4 
groups of mixed breed/beagle adults and puppies were exposed to 0, vehicle control (at 5X) or a 
formulation containing 45% permethrin and 5% pyriproxyfen at weekly intervals for a total of two 
applications. At I X and above, slight to severe dermal reactions were observed. In the vehicle treated 
group 5/6 animals exhibited mild to severe dermal reactions which were as severe as in the 5X treated 
group. The study did not demonstrate a 3-5 fold safety factor between use as directed and dermal 
reactions]. 

• MRID 43612601: Pennington, R.; Kuhn, J. (1995) Report tor the Target Animal Safety Evaluation of 
ECTO Flea and Tick Insecticide with IGR on Dogs: Lab Project Number: A-93-0l-F701-027: 1617-
94: F701Rl4. Unpublished study prepared by Ecto Development Corp. and Stillmeadow, Inc. 24 p. 
[From OPPIN the product supported by this study is 67505-3; the review of this study is in TXR 
0011865: Adult dogs and puppies (1-2 subjects, -3 months) 6/dose group were dosed once as control 
(untreated), IX and 5X the label dosage rate ofEcto Flea and Tick Insecticide with IGR and followed 
for 31 days. No reactions to treatment were noted. The study demonstrated a 5X safety factor 
betvveen use as directed and a dose level not resulting in toxicity or irritation. The study is classified 
as acceptable to support the use of this product (EPA Reg. No. 67505-3) on adult dogs (>6 months of 
age) only]. 

• MRID 44900902: Fabreguettes, C. (1998) Tolerance in 3 Month Old Puppies: Pyriproxyfen 2% Spot 
On For Dogs: Lab Project Number: CIT l5615TSC. Unpublished study prepared by Centre 
International de Toxicologie. 253 p. [From OPPIN the product supported by this study is 2382-RTU; 
Pyriproxyfen (2%) was topically applied to groups of three male and three female beagle dogs (3 
months old; mean body weight of males 4.4 kg; females 3.9 kg) for two periods of three consecutive 
days each (days 1, 2, and 3 and then days 19,20 and 21) at 0.6 mL (IX), 1.2 mL (2X), and 1.8 mL 
(3X) of the recommended therapeutic dose level, followed by a 15-day observation period. Controls 
were treated with 1.8 mL of excipient. No animals died during the study and there were no treatment 
related clinical signs. No changes in body weight, food consumption, water consumption, 
hematology, clinical chemistry, or urinalysis were treatment related. Electrocardiographic and 
ophthalmological examinations did not reveal any abnormalities in the treated animals. Microscopic 
examination did not reveal any treatment-related effects. Classification: Unacceptable; Deviations 
include not testing six animals/sex/group, and not testing at a dose of 5X]. 
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• MRJD 44900903: Fabreguettes, C. (1999) Tolerance in 1 Month Old Puppies: Pyriproxyfen 2% 
Spot On For Dogs: Lab Project Number: CIT 15644TSC. Unpublished study prepared by Centre 
International de Toxicologic. 194 p. [From OPPIN the product supported by this study is 2382-
RTU; Pyriproxyfen 2% was topically applied to groups of three male and three female beagle dogs 
(1 month old) for two periods of three consecutive days (days 1, 2, and 3 and then days 19, 20 and 
21) at 0.6 mL (!X) and 1.8 mL (3X) of the recommended therapeutic dose level, followed by a 
15-day observation period .. Controls were treated with 1.8 mL of excipient. No animals died 
during the study and there were no treatment related clinical signs. Body weight gain was slightly 
reduced in treated animals, but not to statistically significant levels. Changes in hematology and 
clinical chemistry parameters were sporadic and did not appear to be related to treatment. 
Electrocardiographic and ophthalmological examinations revealed no abnormalities in the treated 
animals. Macroscopic and microscopic examination revealed no treatment related changes, 
although serous contents were observed in the abdominal cavity in 1/6 animals in the low dose 
group and 4/6 animals in the high dose group (but not in any control animals). The product 
labeling indicates that the dose is 0.021 fl. oz or 0.6 mL, and the application instructions state that 
the product should be reapplied every three months and should not be applied to puppies less than 
1 month old. ln this study the product was applied at 1X and 3X dose levels once per day for 
three consecutive days and again for another 3~day period 19~21 days after the first treatment. 
Classification: Unacceptable; Deviations include not testing six animals/sex/group, and not testing 
at a dose of 5X]. 

• MRID 42178309: Chapman, E. (1991) S31183: Toxicity Study by Oral (Capsule) Administration 
to Beagle Dogs for 52 Weeks (Sumilarv Technical Grade): Lab Project Number: 91/0776. 
Unpublished study prepared by Life Science Research Ltd. 320 p. [Dose levels tested: 0, 30, I 00, 
300 and 1000 mg/kg/day in the diet for 54 weeks; study demonstrates a low level of toxicity 
associated with chronic exposure to Pyriproxyfen; the dietary NOEL was 100 mg/kg/day]. 

2. After comparing the CSFs for 2382-RJO and 65331-3, TRB concludes that the studies cited by the 
registrant to satisfy the 870.7200 data requirements adequately support the use of2382~RIO at the 
indicated dosage rates (0.023 fl. oz. or 0.67 mL on dogs up to 22.9lbs; 0.045 fl. oz. or 1.34 mL on 
dogs 23-44.9lbs; 0.091 fl. oz. or 2.68 mL on dogs 45-88.9lbs; 0.136 fl. oz. or 4.02 mL on dogs 
89~132 lbs) on adult dogs and puppies of 8 weeks of age and older on a once~a~month (or every 4 
weeks) basis. 

3. TRB also concludes that because of the presence of2.9% pyriproxyfen in 2382~RIO the study in 
MRID 45620507 cannot be used to support the use of2382-RIO on breeding, pregnant and/or 
lactating bitches [although this claim does not appear on the proposed label dated December 14, 
2011 ]. Labeling must then also include the statement: "Consult a veterinarian before using this 
product on debilitated, aged, pregnant or nursing animals" as indicated in PR Notice 96~6. 
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December 20, 2011 

Richard Gebken, PM 10 
Office ofpesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 0 

(.J 
Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-iB:;\); 

New Product Application. 

Dear Mr. Gebken, 

Virbac Animal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX 76137, 
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO® PLUS Topical Solution for Dogs. 

48696900 

This product contains the active ingredients fipronil and pyriproxifen and is intended to 
control fleas, ticks, mosquitoes, and other pests on dogs only. 

Pyriproxyfen itself is registered alone and in combination with other active ingredients in 
numerous end use products for spot-on insect growth regulator use on dogs. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

Below is a list of the components included with this application: 

1. Cover Letter; 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-1; 
4. Confidential Statement ofFormula-2 Copies; 
5. Data Matrix Form 8570-4; (EUP and TGAl); 
6. Certification of Data Citation Form 8570-34; 
7. Proposed Label - 5 copies; 
8. 3 copies of bound PR 86-5 compliant study reports supporting registration; 
9. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
10. Letter of Self-certification of Child-Resistant Packaging; 
11. Formulator's Exemption Form 8570-27; and 
12. Copy ofPRlA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Child-Resistant Packaging 

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit 
applicators in packages of I, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml, 
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been 
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and 
cited in the attached Data Matrix. A self-certification letter is also attached. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-31 0 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in the amount of$4807 to cover the PRIA 
fee. 

Should you have any questions about tl1is application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

Attachments 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS DOG 
12/20/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to re~ister an end use pro namely EFFIPRO® PLUS Topical 
Solution for Dogs. Effipro® EFFIPRO PLUS Topical Solution for Dogs contains the active 
ingredients Fipronil and P)'liproxyfen. 

SUBMITTAL DATE: 

December 20, 2011 

Studv Title I No. 
I Materials 

·-® Plus Solution for Dogs 

Group A Product Chemist1y 

550, oou.r ''"' 2 I Or no 48696901 
830.1670 

LUS 'for Does 

Group B Product Cltemist1y 

3 1 urrro ;83( 
Determination of the ;·.1 · 

State and Od~r)" 
48696902 

I " e (Color, 
4 

48696903 Determination of Oxidation I Reduction (Chemical 

5 OPPTS 830.6315 
Determination of the Physico-Chemical Property "Flash 48696904 

I Point" 
6 OPPTS 830.7000 

48696905 ~~~0the I "oH" 
7 48696906 

8 OPPTS 830.7300 
Detennination of the Physico-Chemical Property 48696907 
" • T" ' 

I 
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Study Title >No 

I uu 'fi J~·~'~(~ . . 9 
Quant! tcatlon Active Ingredtents Ftpronil and Pyriproxyfen 48696908 

I i~ Five 
10 I Ocr.o 

Enforcement Method Quantification of the Active 48696909 
It ,;, and 

Acute Toxicity 

II OPPTS 870. 1100 48696910 
~ · v Study in Rats 

12 
48696911 Acute Dennal T, v;c;, Rats 

13 OPPTS 870.2400 48696912 I A eEve JStudyinoon· 
14 'o•v .• SOO 48696913 

Acute Dermal Initation Study in Rabbits 
15 OPPTS 870.2600 

48696914 v in J Guinea Pigs r Test 

Product PeJformance 

16 1 Urno ® 

Summary of Efficacy Data for EFFIPRO PLUS Topical Solution 48696915 
I for Dog; 

Product Safety 

17 OPPTS 870.7200 
Summary of Companion Animal Safety Data for EFFIPRO® 

I PLUS . 
48696916 

2 
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DATA PACKAGE BEAN SHEET 
Date: 02MFebM2012 

Page 1 of2 

* * * Registration Information * * * 

Registration: 23~2:RI():~FfiP.R()PL.US I()PIC:A_LSQLlJTIQN.FQ.R.DOGs .. 

Company: 23~_2 - YI~~AC AH, INC_ 

Risk Manager: ~-~--1-~-:: -~-i-~_~_(!_r~ _ _§_~-~-~-~-~-::_FQ~t~Q-~_-:?_7_~ t -~~oiTl# F''l'_1 __ ~_~?~-~-?_ __ 

Risk Manager Reviewer: BonaventureAkinlosotu BAKINLOS 

Sent Date: Calculated Due Date: 10-Jul-2012 

Type of Registration: P.~<:l-~c;t--~-E!~-~~~~~9-~-~--~-~t:_!i9f! __ ~---

Decision #: 459013 

DP #: (398342) 

PRIA 

Parent DP #: 

Submission#: 908748 

E-Sub #: 

Edited Due Date: 

Action Desc: (133_~-0) _f\j_E_IJV _ ~~ODUC_~;-~Qf\J_:_~~-~-!__!_~_<::_1'( _(lf\jCLU_i?_ES ~I:_V'I 1:-~~ _ _9!':__ff32_Q':)_<::_!_ c;:_tii:M_I~_l 

Ingredients: 12_~9~-~-' __ !:'_t~ip~_(l-~~-~_(~---~-",_'o_) __ _ 

_ !_~~-~~-t-~X.ir:J~9_flif(9: !_"/a) __ 

* * * Data Package Information * * * 

Expedite: 0 Yes 8 No Date Sent: 02-Feb-2012 Due Back: 

DP Ingredient: t2~_?3_2, Pyriproxyfen 

~3_9_!_?_!_~-~_i_I:I~Q.~_i! __ _ 

DP nle: El_ffjc_~!=X __ 

CSF Included: 8 Yes 0 No Label Included: 8 Yes 0 No Parent DP #: 

~~_s_i_g_n!_cl_!_o __ _ Date In Date Out 

Organiza1ion: ~D fIB 

Team Name: §!f!~~-~y __ (!~L 

Last Possible Science Due Date: 10-Jun-20t2 

Science Due Date: 

Reviewer Name·. Sub Da1a Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review * * * 

Printed on Page 2 

***Additional Data Package for this Decision*** 
Can be printed on its own page 

* * * Data Package Instructions * * * 

For your review: R3t0 

MRID 486969t5; tor a Fipronil + Pyriproxyfen containing Spot-On tor dogs. 

Submits prod chem, tox, efficacy and CAS data; cnes CRP data. 

Thanks, B.A 
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December 20, 2011 

Richard Gebken, PM!O 
Office of Pesticide Programs (7504P) 
U.S. Enviromnental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

Virbac Animal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX 76137, 
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO® PLUS Topical Solution for Dogs. 

48696900 

This product contains the active ingredients fipronil and pyriproxifen and is intended to 
control fleas, ticks, mosquitoes, and other pests on dogs only. 

Pyriproxyfen itself is registered alone and in combination with other active ingredients in 
numerous end use products for spot-on insect growth regulator use on dogs. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 1-52.90. Pursuant to 40 CPR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

Below is a list of the components included with this application: 

I. Cover Letter; 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-1; 
4. Confidential Statement ofFormula-2 Copies; 
5. Data Matrix Form 8570-4; (EUP and TGAl); 
6. Certification of Data Citation Form 8570-34; 
7. Proposed Label - 5 copies; 
8. 3 copies of bound PR 86-5 compliant study reports supporting registration; 
9. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
10. Letter of Self-certification of Child-Resistant Packaging; 
11. Formulator's Exemption Form 8570-27; and 
12. Copy ofrRIA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 56



Child-Resistant Packaging 

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit 
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml, 
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been 
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and 
cited in the attached Data Matrix. A self-certification letter is also attached. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-31 0 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in tl1e amount of $4807 to cover the PRIA 
fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

Attachments 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS DOG 
12/20/20 II 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to re~ister an end use pro namely EFFIPRO® PLUS Topical 
Solution for Dogs. Effipro® EFFIPRO PLUS Topical Solution for Dogs contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 20, 2011 

Volume Study Title MRIDNo. 
I Administrative Materials 

Effipro® Plus Topical Solution for Dogs 

Group A Product Chemistry 

2 OPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48696901 
830.1670 
EFFIPRO® PLUS Topical Solution for Dogs 

Group B Product CftemistJy 

3 OPPTS 830.6302, 830.6303, 830.6304 
Detennination of the Physico-Chemical Property 48696902 
"Appearance (Color, Physical State and Odor)" 

4 OPPTS 830.6314 
Determination of Oxidation I Reduction (Chemical 48696903 
Incompatibility) 

5 OPPTS 830.6315 
Determination of the Physico-Chemical Property "Flash 48696904 
Point" 

6 OPPTS 830.7000 
48696905 Determination of the Physico-Chemical Property "pH" 

7 OPPTS 830.7100 48696906 Determination of Physico-Chemical Property "Viscosity" 
8 OPPTS 830.7300 

Determination of the Physico-Chemical Property 48696907 
"Relative Density" 

I 
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Volume Study Title MRIDNo. 
9 OPPTS 830.1700, 830.1800 

Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908 
in Five Batches by Validated Methods 

10 OPPTS 830.1800 
Enforcement Analytical Method- Quantification of the Active 48696909 
Ingredients Fioronil and Pvriproxyfen 

Acute Toxicity 

II OPPTS 870. 1100 48696910 
Acute Oral Toxicity Study in Rats- Up-and-Down-Procedure 

12 OPPTS 870.1200 
Acute Dennal Toxicity Study in Rats 48696911 

13 OPPTS 870.2400 
48696912 Acute Eye Irritation Study in Rabbits 

14 OPPTS 870.2500 48696913 
Acute Dermal Initation Study in Rabbits 

15 OPPTS 870.2600 
48696914 Contact Hypersensitivity in Albino Guinea Pigs, Buehler Test 

Product Performance 

16 OPPTS 810.3300 
Summary of Efficacy Data for EFFIPRO® PLUS Topical Solution 48696915 
for Dogs 

Product Safety 

17 0 PPTS 870.7200 
Summary of Companion Animal Safety Data for EFFIPRO® 48696916 
PLUS Topical Solution for Dogs 
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l'cl1"m ApJ>m,·od O~lll No. 2070.{1060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ .:;;:;;z 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwol"l~: Reduction Act Notice: The public 11:porting burden for this collection of infonnalion is cstimalcd to average 0.25 hours per response Jbr registralion activities aud 0.25 hours per response 
for rereg1strauon and spccml rcvJcW acliviues, mcluding lime for reading I he in:;trucrwn and compklmg lhc necessary fonn:;. Send commcnls regarding the burden csmnalc or any other aspccl oflhis 
collcclion ofinfomwlion, including suggcslions lby reducing the burden to Diroclor: OPPE !nformmion Managemcm Division (2137) U.S. Environmental Protcclion Agency, 401 M Strccl, S.W., 
Washington, DC 20460. Do nol send I he fom1 to this address. 

DATA MATRIX 
Date: December 20. 2011 EPA Re '· No./Filc S mbol 2382-TBA Page I of9 
Applicam 's/RcgiSlrant's Name & Address Product: 
Virbac AH, !nc. 
PO Box 162059 EFFIPRO'" PLUS TOPICAL SOLUTION FOI~ DOGS 
Fort W011h TX 76161 

'" cdicnl: Fi ronil, P ri ro;.;: fen 
Guideline Reference Number Guideline Study Name MRIDNumbcr Submillcr Slams Nolc 
Product Chemistry Test Guidelirtcs 

830.1550 Product ldcntit and Com osilion New Submission Virbac AH, Inc. OWN 
830.1600 Dcscri tion ofMalcrials Used New Snbmislion Virbac Al-l, lnc. OWN 
830.1620 Descri tion of Production Process New Submission Virbac AH, lnc. OWN 
830.1650 Description ofFonnulation Process New S11bmission Virbac AH, Inc. OWN 

830.1670 Description of Fonnation of Impurities New Submission Virbac AH, lnc. OWN 
830.1700 5-Batc\1 Analysis New Submission VirbacAH, Inc. OWN 
830.1750 Certified Limits New Submission Virbac AH, lnc. OWN 
830.\800 Anal tical Method New Submission Virbac AH, lnc. OWN 
830.6302 Color New Submission Virbac AH, Inc. OWN 
830.6303 Ph lical State New Submission Virbac AH, Inc. OWN 
830.6304 Odor New Submission Virbac AH, lnc. OWN 
830.6313 Melal Stability Virbac AH, lnc. NR 

830.6314 Oxidation/reductim1 New Submission Virbac AH, lnc. OWN 
830.6315 Flammability New Submission Virbac AH, lnc. OWN 
830.6316 Exp\odability Virbac AH, Inc. NR 
830.6317 Stora c sJabili To be conducted Virbac AH, Inc. OWN 
Signalurc Nmnc and Title Date 

i!uu 
Craig Parks December 
Vice Prcsidcnl, Research & Dcvelopmcnl :'C, :!Ct I 

~ 
' 

8' A Fnrm R'i70.l.ll9·97l FJocJ«»lc a"d P;nor V mions Avilla~ e. Submio onlv Paoc> ve><ion ,,, y!'ap• "''''""''1 nlcrnol Usc Coov ·>;'"<}' '" 
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Form ApllrOY<d OMU No.l071J..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pap<.ll"work Reduction Act Not1cc: The public reporting burden for this collection of infonnalion is estimated to avemgc 0.25 hours per respon:;e for registration activities and 0.25 hours per response 
for reregistration and special review activities, inc!udiug time for reading the instmction and completing the necessary fom1s. Send comments regarding the burden estimate or any other aspect ofthis 
collect~:, ofinfomwtion, including ~uggestious for reducing the burden to Director. OPPE lnfonumion Management Division (2 !37) U.S. Environmental Prolcction Agency. 40! M Street, S.W., 
Wash in on, DC 20460. Do not send the fom1to this address. 

DATA MATRIX 
Date Dec~wbcr 20, 20!! EPA Re . No./Fik S mho! 2382-TBA Page 2 of9 
App!icant's/Registr.mt's Name & Address Product: 
Virbac AH, !nc 
PO Box 162059 EFFIPRO" PLUS TOP!CAL SOLUT!ON FOR DOGS 
F011 Worth TX 76! 6! 
(n rcdient: Fi roni!, P ri rox feu 
Guideline Reference Number Guideline Study Name MRIO Number Submillcr Status Note 

830.7100 Viscosl""iV New Submission Virbac AH, Inc. OWN 
830.63I9 Miscibility Virbac AH, Inc. NR 
830.6320 Corrosion characteristics To be conducted Virbac Al-l, Inc. OWN 
830.632I Dielectric breakdown voltage Virbac AH, Inc. NR 

830.7000 H New Submission Virbac AH, Inc. OWN 
830.7300 Dcnsi , bulk dcnsi , or s ecific avit New Submission Virbac AH, Inc. OWN 
830.7320 Particle Size distribution Virbac AH, Inc. NR 

40 CFR 158.340 Toxicolo v Data Re uircmcnts 
870.1100 Acute oral toxic~ New Submission Virbac AH, Inc. OWN 
870.I200 Acute dennal toxicitY New Submission Virbac AH, Inc. OWN 
870.I300 Acute inhalation toxicity Waiver requested Virbac AH, Inc. 

870.2400 Prima~ irritation New S\1bmission Virbac AH, Inc. OWN 
870.2500 Prim·arv dennal irritation New Submission Virbac AH, Inc. OWN 
870.2600 Dennal sensitization New Submission Virbac AH, Inc. OWN 
Siguature Name and Titk Dmc 

&;JL Craig Parks December 
Vice Presid~nl, Research & Dcvc!opm~nt 20, 201! 

' ' -----
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

,-worl{ Reduction Act Notice: .... 
. istralion and special revicJV a~,, ''"~"• ···~·~· 
11 of information, including soggcstions for 1 

DC 20460. Do not send I he J 

"l'l'··~~ 

Virbac AH, lnc 
PO Box l 62059 
Fori ... 

870.7200 
870.7200 
870.7200 
870.7200 
870.7200 
l\70.7200 

g 10.3300 

s Name & Address 

~4f_L 

Dol! safety 

Dol! safety 

Effica 
Efficac 
Efficac 

WASHINGTON, D.C. 20460 
n for this collection of infomJation is cstimalcd lo avcrag"' 0.25 hmm; per response for registration activilics and 0.25 hours per response 
x rcadiog I he instmclion and compleling I lie ncccssa1y forms. Send cmmnCll!s regarding I he burden cstilllalc or any other aspccl oflhis 
c burden 10 Dircclor: OPPE Information Mauagcmcnl Division (2! 37) U.S. Environmenlal Prmeclion Agency, 401 M Slrect, S.W., 

DATA MATRIX 

4490 

43121110 
43121111 
45620: 
43396" 
43612( 

'8309 

i 121114 

43121119 
43121120 

-~ Product: 

EFFJPRO" PLUS TOPICAL SOLUTION FOR DOGS 

Mer" 
Mo. 
Me> 

Virbac AH, Inc. 
Virbac AH, Inc. 

I Vtrbac AH, Inc. 
I Merial 

Ltd. 

TOt: 
TOt: 

OLD 
PA~ 

OWN 
OLD 
OWN 
OLD 

OL 
I OL 

~Dale 

Dc~\al1ber 

2r, lJ: 1 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
l'orm Atlpro,·od O~lU No. 2070-0060 I 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Rcduclion Act Notice: T!tc public reporting burden for this collection of information is estimated to average 0.25 hours per response for rcgistmtion activities and 0.25 hours pl'r response i 
for rcrcgistrution and special review activities, including time for reading the instruction and completing lite necessary fmms. Send conuncnts regarding the burden cstilllate or any other aspect of this 
collection ofinfomlation, including suggestions for reducing the burden to Direc!or: QPPE lufonna!ion Management Division (2! 37) U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not scndlhe form to this address. 

DATA MATRIX 
Date: December 20,2011 EPA Reg. No.IFile Symbol 2382-TBA Page 4 of9 

Applicattt's/RcgisJram 's Name & Address Prodnct: 
Virbac Al-l, Inc 
PO Box 162059 EFF1PR0°' PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wm1h TX 76! fi! 
lngrcdien!: Fi ronil, Pyri rox fen 
Guideline Rcfcrcttce Number Guideline Stud Nnmc MRlDNumbcr Sttbmittcr Status Note 
Efficac, and Safety_ Data 

810.3300 Effica~y 43121121 Merial OLD 
810.3300 Ef!icac 43121122 M~:rial OLD 
810.3300 Effie a 43444901 Mer "tal OLD 
810.3300 Efficac 43577701 Merial OLD 
8\0.3300 Elftcacy 43577712 Mcrial OLD 
8\0.3300 Efficacy 43577713 Merial OLD 
810.3300 Efficacy 43951701 Merial OLD 
810.3300 Effica~y 44088901 Merial OLD 
810.3300 Effica9_'_ 46006002 Well mark International PUBL 
810.3300 Efficac 44900904 Virbac AH, Inc. OWN 
810.3300 Efficac 45020601 Virbac AH, Inc. OWN 
810.3300 Elftcacy Pending; submitted with OWN 

Eflipro Plus Cat 
Application 

810.3300 Efficacy New submission OWN 
Signatmc Nnme and Title Date 

/!.. ·d.L Craig Parks December 

~ Vice !'resident, Research & Dcvclojlment 20,2011 

• - . 
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s~z 

I '"'" for I' 

:The 1 

or information, inch1ding suggesti 
11, DC 20_460. Do not ~.end tl1c fo 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W, 
WASHINGTON, D.C. 20460 

Form' o.l070-0060 

is collection oflnfonnation Is estimated to average 0.25 hours per response for rcgistratio11 acti ,,.,,., auu v. • 

for readi11g the lnst1uction and co1npietlng !l1c necessary f01ms. Sc11d comme11ts regardiug lhe bmdcn estimate or any other aspect of this 
!lie bmdcn to Director: OPPE Infonua!ion Mm1agcment Division (21 37) U.S. Environmental Protection Agency, 401 M Strcc!, S.W., 

DATAMA' 
' 1"20, 201: 

I 
.. ,.., ... -" ... s/RegiSlranl's Nm11c, 
Virbae AH, Inc 

1 Product: 
-IBA I Pagc5of9 l 

PO Box ! 62059 
~--~ '"-

810.3300 
810.3300 
810.3300 
810.3300 

I 810.33oo 
810.330· 
810.3301 

810.33 
810.33 
810.33 
:10.33 

c Number 

&.;JL 

Efficac 
Efficacy 

Efficac 
Efficac 
Efficacy 
Efficacy 
Efficacy 

Efficacy 
Effie~ 

Effie~ 
Efficac 
"'=---·· 

44942011 
44942106 
4'i0127 

~. 

45620503 
45620504 
45620505 
45620506 

.,_,~w~ '' 

456282( 
458669( 

)019201 
1 46o19~o2 

EFFIPROl' PLUS TOPICAL SOLUTION FOR DOGS 

Me1ial 
Merial 
Mcrial 
Mcr'm1 
Merial 

Mcrial 
Mcria1 
Merial 
Mcrial 
Merial --· 

Mcri 
Merial 
Merial 
Name a11d Title 
Craig Parks 

-··· __ .... 

Vice President, Research & Development 

1 Status 1 Nmc 

I PAY 

PA 
PAY 
PAY 

PI 
Pi· 
PAY 
PAY 
PAY 

PAY 

1 Date 
Dcccn1hcr 
20,201 I 
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Form A111~""''"l O~lll Nn. 4070-00GO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 

:{;;'12/ 401 M Street, S.W. 
WASHINGTON D.C. 20460 

Paperwork Reduction Act Notice: The public r< .. 1Jorling burden for I his collection ofin(onnation is cslhna!ed lo average 0.25 hours per response for rcgisiralion aclivilks and 0.25 hours por response 
for reregistration and special review adiVilics, including time for reading !he instruction and completing !lie nL-ccssary forms. Send comments regarding the burden csiimale or any other aspect of this 
collection ofinlb1mation, including suggcsiions for reducing tho burden to Director: OPPE Information Manag~menl Division (2137) U.S, Environmcmal Prolcc!ion Agency, 401 M Slrccl, S .W., 
Washington, DC 2!14(i0. Do no! send the fonnio this address. 

DATA MATRIX 
Dale: December 20,2011 EPA Re•. No./Fi!eS mho! 2382-TBA Pagc6of9 
Applicam 's/Registranl's Nmnc & Address Product 
Virbac Al-l, Inc 
PO Box 162059 EFFIPRO!! PLUS TOPICAL SOLUTION FOR DOGS 
f(ll1 Worth TX 76161 
In rcdient: Fi rani!, P ri rox fen 
Guideline Guideline Study Name MRID Number Submiucr S!a!US Note 
Reference Number 

Child Resistant Packa~ing 
40 CFR !57 Eva\uatiol! of the 3 ml Applicator Tube with 1.34 ml water, I 48095221 Virbac AH, Inc. OWN 

applicator lube test for Child-Resistant Effectiveness 
40 CFR !57 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 6 48095222 Virbac AH, Inc. OWN 

applicators tube test for Child-Resistant Effectiveness 
40 CFR !57 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 36 48095223 Virbuc AH, Inc. OWN 

applicators tube test for Child-Resistant Effectiveness 

40 CFR 157 Evaluation oflhc 3 ml Applicator Tube with 1.34 ml water, I 48095224 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR !57 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 6 48095225 Virbac AH, Inc. OWN 
applicators \nbc test for Senior-Usc Effectiveness 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 36 48095226 Virbac AI·!, Inc. OWN 
applicators tube test for Senior-Use Effectiveness 

40 CFR \57 Evaluation of the 3 ml Applicator Tube with 2.68m1 water, I 48095227 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

Signature Name and Tille Date 

/S?. . 4'-L Cmig Parks December 

~ Vice President, Research & Dcvclopmem 20, 201 I 

El' A !-"""" 8570·35 19-971 Elcrlromc .tllrll'>ocr Vc,-,;ioll> Avoil.tblc. SJ•bmil Ol!lv P>ocr vc,.iolL A~cnc_v lnlNwl Usc Cop)' 

65



Form AI'P' o•·•~ O~ll) No. 2070-0000 

I,~, 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papcnvork Reduction Act Notice.: The public rcp01ting burden for this collection of information is cstinmted lo average 0.25 hours per response for ro!listration activities and 0.25 hours per response 
for rorcgistratio11 and special review activities, indiHiing time for reading the iustn.tction and completing the ncccssaty forms. Send comments regarding the bmdcn estimate or uuy other aspect of this 
collection ofinfommtion, iucluding suggestions for reducing the burdcu to Director: OPPE lnf01mation Management Divisiol) (21 37) U.S. E1wironmcnta! ProJection Agency, 401 M Sll-cet, S.W., 
Washin ton DC 20460. Do not send the forlllto this address. 

DATA MATRIX 
Date: December 16. 20 I I EPA Re . No./Filc S mbol 2382-TBA Page 7 of9 
Applicanl's/Rcgistraut's Name & Address Product: 
Virbac All, Inc 
PO Box 162059 EFF!PRO'D l'L!JS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 
In redicnt: Fi ronil, P ri rox fen 
Guideline GuidclillC Sludy Name MRIDNombcr Submitter Statu~ Note 
Reference N11mbcr 
40 CFR !57 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 6 48095228 Virbac AH, Inc. OWN 

applicators tube test for Child-Resistant Effectiveness 

40 CFR 157 Evaluatiou of the 3 ml Applicator Tube with 2.68 ml water, 36 48095229 Virbac AH, Inc. OWN 
applicalors tube test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 3 ml Applicator Tube with 2.<i8 ml water, I 48095230 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR !57 Evaluationofthe 3 ml Applicator Tube with 2.<i8 ml water, 6 48095231 Virbac AH, Inc. OWN 
applicators tube test for Senior-Usc Effcctivettcss 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 36 48095232 Virbac AH, Inc. OWN 
applicators tube test for Senior-Usc Effccf1veness 

40 CFR 157 Evaluation of the 6 ml ApplieatorTube witlt4.02 ml water, I 48095233 Virbac AH, Inc. OWN 
Applicator tube test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 6 ml Applicator Tube with 4.02 ml water, 6 48095234 Virbac AH, I1tc. OWN 
auulkators tube test for Child-Resistant Effccf1veness 

40 CFR 157 Evalnation of the 6 ml Applicator Tnbe with 4.02 ml water, 36 48095235 Virbac AI·!, Inc. OWN 
applicators tube test for Child-Resistant Effectiveness 

Signatme Name and Title Dale 

iiu Craig Parks December 
Vice l'residenl, Research & Development 20, 20ll 

~ 
:::iD Av,ihhlc ~,,,,.,;,no: ~'"""""I'""""-'' 11 .. r .. nv ErA Form 85"i0~35 (~·97) El~X"'Oni< 'I'" Vorswn' Sub1 -~'"'Y '" ly l'apc• """io 
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Form AJ>J>ro>·cd OMB No. 2tir0-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pupctwork Reduction Act Notice; The public repmting burden for I his colleclion ofinfonnation is eslimaled to average 0.25 hollrs per response for rcgislmlion aclivilics and 0.25 ho11rs per response 
lOr rcregislration and special review activities, including time for reading the inslruction and complcling the necessary fmms. Send comments regarding the burden cslinu\le or any olher aspect of this 
colleclion ofinfonnalion, including suggeslim1s for reducing the burden to Director: OPPE lnfom1a1ion Managemcnl Division (21 37) U.S. Enviromncnlal Protec\ion Agency, 401 M Slrcet, S.W., 
Washingto!l, DC 20460. Do nol send the fonn 10 I his address. 

DATA MATRIX 
Date: December 20, 20t I EPA Reg. No.!File Symbol 2382-TBA Page 8 of9 
Applicanl's!Rcgistrant's Name & Address Product: 
Virbac Al-l, lnc 
PO Box !62059 EFFIPRO" PLUS TOPICAL SOLUTION t'OR DOGS 
Fo1t Worlh TX 76161 
Ingredient: Fi ronil, P i roxyfen 
Guideline Guideline S!Udy Name MRIDNumbcr Snbmiller Slallls Note 
Reference Nun1ber 

40 CPR !57 Evaluation of tltc lml applicator tube with 0.67 ml water, l 48410001 Virbac AH, lnc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40 CPR !57 Evaluation of the lml applicator tube with 0.67 ml water, l 484!0002 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR !57 Evaluation of the lml applicator tube with 0.67 ml water, 6 484!0003 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 1 ml applicator tube with 0.67 ml water, 6 48410004 Virbac AH, Inc. OWN 
applicator tube test for Senior-Usc Effcctiveucss 

40 CFR !57 Evalnatiou of the lml applicator tube with 0.67 ml water, 36 48410005 Virbac AH, lnc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40 CPR !57 Evaluation of the lml applicator1llixl with 0.67 ml water, 36 48410006 Virbac AH, lnc. OWN 
applicator tube test for Senior-Usc Effectiveness 

40 CPR !57 Evaluation of the Iml applicator tube with 0.67 ml water, 3 48410007 Virbac AH, Inc. OWN 
AQPiicator tube test for Chi ld-Rcsistant Effectiveness 

40 CFR !57 Evaluation of the lml applicator tube with 0.67 ml water, 3 48410008 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CPR !57 Evaluation of the 3ml applicator tube with 1.34 ml water, 3 484!0009 Virbac AH, inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40 CFR 157 Evaluation of the 3ml applicator tube with 1.34 ml water, 3 484!0010 Virbac AH, lnc. OWN 
annlicator tube test for Senior-Usc Effectiveness 

40 CFR !57 Evaluation of tltc 3m I applicator tube wit It 2.68 ml water, 3 484!0011 Virbac AH, lnc. OWN 
applicator tube test for Child-Resistant Effectiveness 

Signalure Name and Tille Date 

~tL 
Craig Parks December 
Vice Prcsidelll, Research & Devclopme>ll 20,2011 

- --···· 
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l'onn AI'P"""'I O~IB No. 207I~OM0 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

" :st!r: 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

P<~perworl• Reduction Act Notice: The public reporting burden for I his collection of infonnalio11 is estimaled 10 average 0.25 ho111~ per re~ponse for regi~lralion aclivitics and 0.25 hour~ per rcspouse 
for rercgi:malion and special review aclivities, includillg time for reading I he instmclion a11d completing I lie necessary fonns. Scud C01runc11ts regarding I lie burden cstimalc or any other aspccl oflhis 
collection ofinformmion, including suggestions for reducing the burdenlo Director: OPPE tnformalion Management Division (2137) U.S. Environmenlal t'rolecliOn Agency, 401 M SlreCI, S. W., 
Washin 1011, DC 20460. Oo nol send I he fonn 10 lhis address. 

DATA MATRIX 
Dale December 20,2011 EPA R~ No./Filc s_y~1bol 2382-TBA l'"gc9of9 
Applicant 's/Regislranl 's Na111c & Add1·css Producl: 
Virbac AH, h1c 
PO Box I 62059 EFFtPtW"' PLUS "t'OPICAL SOLUTION FOR DOGS 
Fort Wmth TX 7616t 
In rcdicnl: Fi ronil, Pyri rox fen 
Guideline Guideline Study Name MRIDNnmber Sllbmiltcr S1a111s No1e 
Refcrcucc Number 
40 CFR 157 Evaluation of the 3tnl applicator tnbe w'1th 2.68 ml water, 3 48410012 Virbac AH, Inc. OWN 

applicator tube test for Senior-Use Effcctiveucss 
40 CFR 157 Evaluation of the lml applicator tube with 4.02 ml water, 3 48410013 Virbac AH, Inc. OWN 

applicator tube test for Child-Resistant Effectiveness 
40CFR 157 Evaluation of the I ml applicator tube with 4.02 ml water, 3 48410014 Virbac AH, Inc. OWN 

applicator tube test fOr Senior-Use Effectiveness 
40 CFR 157 Evaluation of tile 3m I applicator tube witlt 2.68 ml water, I 48410015 Virbac AH, Inc. OWN 

applicator tube test for Senior-Usc Effectiveness 
40 CFR 157 Evaluation of tile 3m I applicator tube with 2.68 ml water, 36 48410016 Virbac AH, Inc. OWN 

applicator tube test for Senior-Use Effectiveness 

40 CFR 157 Eval\tation of the 6ml applicator tnbe witl1 4.02 ml water, 6 48410017 Virbac AH, Inc. OWN 
applicator tube test for Senior-Usc Effectiveness 

Signalure Nnme and Title Date 

~;U 
Cmig Parks Decc111bcr 
Vice President, Research & Dcvclopmenl 20, 201 t 

- - - '~ --·· --· ---
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:,-~!? 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

--~·w" '~'" JwoMc:; , nc public reporting bUrden for lh.is COI!cclion ofinfonnaliOI\ is cslimalcd to average 0.25 hours per response for rcgislralion acrivilies and 0.25 hours pc. -~,-~ .. -­
n nn.-1 ""·'~in! ""v''"" ~.,,;,;,;~. :n~T,.-1:.,~ o:m.-. ''"' rPo.-1:,~ ol • .-. '""'"'"~lion and complcling the necessary forms. Send commcnls regarding I he burden eslimalc or any olhcr USJlCCI oflhis ···-···-···,., ·····- ·-· ·---···o ···- ···-··-

" infornl<rtion, including suggestions for reducing lhc burden lo Dircclor: OPPE ln!brmalion Mauagemcnl Vrvrsron {2137) U.S. Environmental Prolcclion Agency, 401 M Slleel, S.W., 
' nr 10JMl n" nor send Jh,-, f"rm o~ '"'" ""'''~"·· 

DATA MATRIX 

Name & Address 
~PA Rc NoJFilc S mbol8' 
Producl: Fipronil T 

I -~-···-.. --2065M,LJD 
F-06516 ('"''""" Fmuce 

"'"' :;uic 

30.1650 

u~v. 

"" 

I O..)V.U..>l'+ 

830.6315 
830.6316 
830.6317 

-

" "' 
I Certifie 

I Odor 
d Storal!e ~ 

10 ......... . 
Flammab-Ility 
Exp1odabilit:; 

l Yr. Storage: 

,_\1.,'• -~,--
-U'-" 

c. Submio • 

n Process 
n Process 

1 Ions 

80952< 
80952< 

•-v.- ~- '• 

48095240, 
48095242 

8095240,480952 
8095240,4809524: 

--480952 --480952 --

Virbac 
Virbac 
Virbae 
Virbac 
y, 

Vi 

Virbae 
'irbac 
iifbaC 

I Virbae 

! Title 
Jean-Pascal Marc 
Corporate Product Innovation Director 

~ 
~~c,cy I 

I OWN 

OWN 
JWN 
OWN 
OWN 

OWN 
OWN 
OWN 

NN 

NN I See note 
page2 

I Dale 
Augusl 23, 
20ll 
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Form Appro,.o~ OMB No. 1070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pa]lerwork Reduction Act Notice: The public reporting burden for this collection of iufonnalion io eotimaled to average 0.25 hour> per responoc for regislraliou aclivitics and 0.25 homs per re>ponsc 
for reregislralion and opecial review aclivilics, including time for reading lhc iuotruclion and compleling I he necessary forms. Send conuncuts regarding tl1c burden c>tinmlc or any olhcr 11spcct of this 
collcctioo ofinfmmatiou, including suggestions for reduciug lhc burden lo Director: OPPE lnfonnation Management Division (2137) U.S. Enviro11111C11Ial Prolcclion Agency, 401 M Strcel, S.W., 
Wasllington, OC 20460. Do not send !lie fonn to lliis addreso. 

DATA MATRIX 
Dale Au usl 23,2011 EPA Rcn No./FileS lllbol87825-R Pagc2of6 

Applicmu's/Rcgislranl 's Na111c & Address Product: Fipronil Technical 
Virbac SA 
l ere avenue 2065 M -LtD 
F-06516 Carros, France 
In redicnt: Fi ronil 
Guideline Reference Number Guideline Sh1dy Name MRlDNumbcr Submiller Sial us Note 

830.6318 Viscosity Virbac N/A 
830.6319 Miscibility Virbac N/A Solid 
830.6320 Corrosion cl1aracteristics Virb<tc OWN See note 

P"g' 2 
830.632[ Diclcclric breakdown voltage Virbac NIA Waived 

830.7000 pH 48095247 Virbac OWN 
830.7200 Melling Point 48095249 Virbac OWN 
830.7300 Density bulk density or specific gravity 48095250 Virbac OWN 
830.7320 Particle Size Virbnc N/A 
830.7050 UVNisible SpcClrum 48095248 Virbac OWN 
830.7370 Dissociation constanl 48095251 Virbac OWN 
830.7520;830. 7550; 830.7560 Oc!a12ol/water partition coefficienl 48095244 Virbac OWN 
830.7570 
830.7840;830. 7860 Solubili 48095245 Virbac OWN 
830.7950 Va or )ressurc 48095246 Virbac OWN 
Signalurc Name aud Tille Date 

eX -
Jean-Pascal Marc Angus I 23, 
Corporalc Prod":.ICt bnovatiJn :::::i,c.:tor 2011 

FPA Fmm ~\10.11 (Q.Q71 Elt>:lrooic .onrl Po oct Vomo.,.< A\".til.tbl<. Subrnil on'·· """"'"--'--· ,,, ,, ·'"""""~"""'""""•' II<•• rom• 

Note: 830.63 17 and 830.6320: Per Agency policy, storage stability and corrosion clmractcristics data are not r~:qnired to be submitted unless specifically requested by the Agency. Virb~1c 

has iniliatcd tl1ese studies and wi II submit tl1C fi1ml reports if required wbcn the studies are completed. 
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Form Approvotl 0,\Jn No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act No tic\\: The public reporting burdc11 for this collection of info1mation is estimated lo average 0.25 hours per response for wgi~tration activities and 0.25 hours per response 
forrcrcgislrulion and special review activili~-s, includ'mg time for reading rl1c instruction and comple1ing the ncce>saryfonns. Send comm~"lltS regarding !he burden estimate or any other aapccl of this 
colleclion of information, including suggestions for reducing the burden to Director: Ol'PE lnfOJmalion Management Divisio11 (2137) U.S. Environmental Protection Ag.::ncy, 401 M Slrccl, S.W., 
Washington, DC 20460. Do nol send the fonnlo this address. 

DATA MATRIX 
Date: Au usl23. 20 ll EPA Re' No./File S mboi87825-R Pagc3ol"O 
Appli~anl's!Registrant's Name & Address Product: Fipronil Technical 
Virbac SA 
I ere avenue 2065 M - LID 
F-06516 Carros, France 
In redicnt: Fi ronil 
Guideline Rcl"crcnce Number Guideline Stud Name MRID Number SubmiUer Stalus Note 
40 CFR 158.340 Toxicolol!vData Rco~iren1ents 
870.1100 Acute oral toxicity 42918628;43235401 BASF OLD 

43279706 

870.1200 Acute dennal toxicitv ... 42918629 BASF OLD 
870.1200 Acute dermal toxicitv 43235402 BASF OLD 
870.1300 Acute inhalation toxicitv 42918631 BASF OLD 
870.2400 Primflrv eve irritation 42918632 BASF OLD 
870.2500 Primar dcr111al initation 42918630 BASF OLD 
870.2600 Dermal sensitization 42918634 BASF OLD 
870.6100 Ac11tc deJa ed ncurotoxicit 42918635 BASF OLD 
870.6100 Acute delayed ncurotoxi~ 43559501 BASF OLD 
870.3100 90-day oml toxkitV · rodent 42918643 BASF OLD 
870.3150 90-day oral toxicitY- nonrodent 42918642 BASF OLD 
870.3200 21-ciav dcmml toxicity 42918644 BASF OLD 
870.3250 90-da dermal toxicit DATA GAP BASF GAP *Sec bl'low 

870.6100 90-day neurotoxici mammal 43291703 BASF OLD 
81-8 Neurotoxicity to Rats by Acute Oral 44431801 BASF PAY 

Administration ···-·· 
---

Signature Name and Tille Dmc 
Jean-Pascal Marc August23, . -
Corporate Product Innovation Director 2011 

------EPA:Po·m, RS71l-.1.1 (9-97fE.ii::<i'JOuic mod l'.1per vOf<lons Available. s,bmi< only Poper ""'>ioo>. Agmcy ln,cmall.bo C<>p}' 
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Fon" AI'I"'O''e•l 0,\lB No. 2U7U·UOOO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I r~;~ 

I 1,:06s1 

1-2 

Iss-

.. , ... ~. - --
1, DC 20460. Do nol send the: 

'sNmue. 

v~M-LID 

l. France 

Other 

General 

General 

General 

General 

\ General 

85-2/81 
85-7/870.7600 

40 CFR 158.490 Wik 
71-1/850.2100 

401 M Street, S.W. 
WA GTON,D.C. 

g burden for lhis collcclion ofinfomration is eslimated lo average 0.25 hours per respouse for registration activities and 0.25 hours per response 
· for reading the instruction and compleTing the necessary fonns. Send comments regarding I lie burden estimate or any otller aspect ofllli:; 
ing the burden to Director: OPI'E Information Managcmcnl Division (2137) U.S. EnviroHnwnlal l'rotecJJOnl\gcncy, 4Ul M :;I reel, :;. w., 

effects 

DATAMATRlX 

4L~ J M::i I ;42918653 
43501703 
42918655 
43253701 
43737308 

DATA GAP 

1isms Data Rc uircments 
tl LD 50~ mallard or bobwhite 42918617 

42918616 

I Product: Fiprou 

fl% ' ' 

I BASF 

~ 
J...Q!; 
I OLD 

GAP 

OLD 

I OLD 

72-1/850.1075 Freshwater fish LC 50 rainbow or 4291: ~ I OLD 
OLD bl ucgill 429 J: 

'•T't>· 
()) .. 

1 Name .h.L Ti.I<­
Jean-Pr..'Scal tJarc 
Corpor:.t! Prc,O::uct Tr.ilo'tat~on Diret.-<Ot 

OLD 

cCOJTY 

Date 
August 23, 
2011 
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::,~2 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

n Act Notice: · 
ial review 1 
inclnd'-- ~ ""Q 0"55'-0 "U"0 W> .... 

DC 20460. Do not send the fonn to this 

WASHINGTON, D.C. 
n tOr Ibis collection ofinromtalion is eslimalcd lo average 0.25 hours po:r respouse lOr rcgislrlllion activities and 0.25 hours p~r response 

the instruction and compleling the ncccssal)' forms. Send eolllmcnts regarding I he b11rden cstimn1e or any other aspect oflhis 
ing I lie burden to Directnr: OPPE lnfonnation Munagcmeltl Division (2137) U.S. Environme1llal Protection Agency, 40 t M Slrccl, S. W., 

DATA MATRIX 
Dale: A11 ust 23 2011 EPA Re(. No./File Symboi87825-R l'ago 5 of6 

Virbac SA Producl: Fipronil Technical 
I ere avenue 2065 M -LID 
F-06516 Can·os. Franc~ 

Guidelir 
~1-1/::l~ 

f83-"1 /870.4100 

~1 00 

3-6/870.63( 
3-4/870.38( 
4-2/870.51 { 
4-2/870.51 ( 

u-.-.,•vov._,ovv 
84-2/870.5100 
84-2/870.5100 
Signalllrc 

5PAforrn 

Chronic feeding 

]lronic fccdin~g'-=-""'"' 
- lllOllSC 

Jcae 

Jenc 

I Gene 

_:),·---~ 

c.JJ_ 

- lllOllSC 

- rnt ---
-rabbi! 

-rat 

~ 

MRID 
4290 
429J8v, 

43402802 

~918649 

~ 
'" 

44L/)UlJ 

4403900: 
4291864' 
4291865: 
4291867' 

I 43: 

BASF 
I BASF 

BASF 
BASF 
BASF 
BASF 
BASF 
BASF 
BASF 
BASF 

B 

Jean-Pascal Marc 
Corporate Product lllllOVatioa Director 

Agonoy 

w 

Ia 

Po 
.D 

.D 
OLD 
OLD 
m 

Date 
i\JigJISl 23, 
20t I 
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Form Appi'OYOd O~lB No. 2Q70-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: Tlw public reporting burdcu lbr this collection ofinfomtalion is cslitualed lo average 0.25 hours per response for registration activities und 0.25 hours per response 
for reregistration and special revie1v activities, including time for reading I he instruction and completing the necessary fonus. Send comnwnls rega1diug the burden estimate or any other aspect of this 
colkelion ofin(onnalion, including suggestions for reducing the burden to Director: Ol'l'E lnfonnation Management Division (2137) U.S. EnvironmcntaJJrrolccliun Agency, 401 M Slrcel, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Au usl 23,2011 ElrA Rtl 1 . No./Filc S mbol 87825-R Page6of6 
Applicm1t 's/Rcgislmnl's Name & Address Product: Fipronil Technical 
Virbac SA 
kre avenue 2065 M -LID 
F-06516 CaiTOS, Fmn~c 
Ingredient: Fipronil 
Guideline Reference Number Guideline Study Name MRIDNnmbcr Submillcr Slllllls Nmc 
72-2/850.1 010 Acute LC 50 freshwater iuvertcbmtcs 

I (Daphnia illa£/W) 

42918625 BASF OLD 

Acute LC 50 freshwater invertebrates 42918669 BASF OLD 
(D[p_hnia mag~ 
Acute LC 50 freshwater invertebrates 42918671 BASF OLD 

I (Daphnia ma.~na) 
Acute LC 50 freshwater invertebrates 43291719 BASf OLD 
(Davhniamag-na) 

835.2110 H drol sis 42977905 BASf OLD 
40 CFR 158.390 Reentl1' 
Protection Data Requirements 
133-3 Dermal exposure- Fiprouil 44433302 Mcrial PAY 
133-4 1nhalatiott ex osure- Fipronil 44433302 Meritt! PAY 
132-1 Dislod cable residue dissi ation- Fi ronil 44531203 Merial PAY 
NIA Dermal and inhalation exposure of 

commercial pe!_g~oomers,-(5122!}- Fiprouil 
44433303 Merial PAY 

NIA Analytical method for exposure studies- 44433308 Merial PAY 
Fipronil 

Signature Nnmc and Tille August23, 
Jean-Pascal Marc 20ll 

.·1·: .. !:·----
Corporate Product 1nuovati011 Director U-· 

'-----;; ·lcoo;c "'"' ''"'""""""""< A,~;hhle '"hm;, no '"" ·"'"""" '"'""""' "'" ""'"' ~p A Form RS7C>-Js (9-97) Elo 'I'OtV< ble. s ly l'aper ''"1 •\genoy htl p~· 

* Pursuant to 40 CFR 152,96 (c), Vi1·b~c hereby certifies that Vir!Jac has no basis to !Jcli~vc that this rcquit'cmcnt is not a dala gap ;!nd, further, that Virbac has sent by certified umil to all compnnies 
on tile current EPA Data Submitters List for fipronil a Jetter rcqucstiog that the company identify, within Ct0 days of receipt, any vatid study that would fulfill this data requirement. Once this 60-day 
period expires, Vir!Jac will update the Agency as to the information, if any, Vir!Jac receives in response to this »d:1ta gap" Jetter. 
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IFee for Service! {916101 b-

This package includes the following 

o New Registration 

"'Amendment 

ostudies? ° Fee Waiver? 

for Division 

0 AD 
0 BPPD 

"'RD 

-----

Risk Mgr. [JQJ 
~-v~lpay %Reduction:_ 

==-~~=====----------------~-
Receipt No. S-1 916101 

EPA File Symbol/Reg. No. I 2596-RAG 

Pin-Punch Date: I 4/30/2012 
---~ --~--------------_j 

~This item is NOT subject to FFS action. , 

~---~--~~;ctiu-n-eude-:-~ I Parent/Child Decisions: 1 

i Requested: I I 
Granted: I I 

Amount Due: $ __ _ 
_ _______ : 

~ETI Inert Cleared for Intended Use 0! Uncleared Inert in Product 
-

Reviewer: 'f;Y!A4-ff2/k4Ui~-<-<----' Date: r-/2--/r2--
Remarks: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

May 2, 2012 

LANCE HEMSARTH 
THE HARTZ MOUNTAIN CORPORATION 
400 PLAZA DRIVE 
SECAUCUS, NJ 07094-

PRODUCT NAME: HARTZ REFERENCE #129 
COMPANY NAME: THE HARTZ MOUNTAIN CORPORATION 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 2596-RAU 
EPA RECEIPT DATE: 05/01/12 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

Ol'F!CEOF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Registration Division, Risk Management Team 
10, at (703) 305-6701. 

Sincerely, 

Fron~~ssing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094-3688 • 201/271-4800 

April 27, 2012 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
US Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: 

RE: 

Mr. Richard Gebken (PM# 1 0) 

HARTZ REF #128, EPA Reg. 
HARTZ REF #129, EPA Reg. No. 
HARTZ REF #130, EPA Reg. No. 2596-RAL 
HARTZ REF #131, EPA Reg. No. 2596-RAA 

Dear Mr. Gebken: 

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is 
filing modified labels based on the feedback from Rosalind Gross and her review 
of the CRP data for the above listed registrations, Changes were made only to 
the directions for use sections in order to match the instructions for use in the 
child resistant packaging testing labels. 

These master labels replace the current labels that were submitted for the above 
listed registrations. Please find enclosed 3 copies of each Master Label. 

If you have any questions or need any additional information, please feel free to 
call me at (201) 271-4800, ext. 7302 or smcnear@hartz.com. 

Sincerely, 

~~41444-_ ' {'' 

Sean McNear 
Director Regulatory Affairs 

Enclosures 
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Ploutt rttod lrurruction~ on ,.vtu•• IHfor. com •• form . 
Print Fofm 

Form A roved OMB No. 2070.0060 

United Statu § Registration OPP Identifier Numbor 

.&EPA Environmental Protection Agency Amendment 
Wa=hington, DC 20460 Other 

Application for Pesticide - Section I 
l. Company/Product Number 2. EPA Product Manaoor 3. Proposed Cla~;ail'lcstion 
2S96-RAG Richard Gebken 

4. Compon(/Product {Namo) PMI ONono 0 Re,;tri~tod 
Hartz Re . 128 10 

5. Noma and Address of Applicant (lncfvds ZJP Codw( 5. Expedited Review. In accordance with FIFRA Section 3(c]{3) 

The Hartz Mountain Corporation 
(b((i), my product is similar or identical in composition and labeling 
to: 

400 Plaza Drive, Secaucus, NJ 07094 
EPA Reg. No. 

D Chock if th/$ is B n11W addross Product Name 

Section - II 

D Amendmont- Explain below. D Finu.l printed label• in response to 
Agency Iotter datod 

D Resubmlnion In rouponso to Agency letter detod D •Mo Too• Application. 

D Notifi~etion- Explain below. ~ Other- Explain below. 

Explanation: Un l>dditionol pagol~l if nuauary. {For soction 1 and Section 11.} 

Label change based on the feedback ffom Rosa(ind Gross. Changes made to the master label directions for use to be exactly the same 

as the instructions for the child resistant packaging (CRP) test. 

Section - Ill 
l. Material Thi• Product Will U.. Packaged fn: 

Child-Re~i~tant Peckoging Unit Packaging Water Soluble Packeging 2. Typo of Container tlv .. - Ely" B 
y,. 

~r··· No No Pleotic 
No Gleue 

" Certification must If ·v .. • No. per If ·vu· No. par Peper 
Unit Pe~kaging wgt, container Package wgt container Other ISpocify) 

bo submitted 

3. Lo~atlon of Ntt Content• lnfonnetion 4. Siul~l Retail Container 5. Location of label Direction• 

0 0 Container 
El On label 

Lebel On labeling accompanying prodvct 

G. Monnor in Which label is Affixed to Product r= Uthogruph 0 Other 
Paper ~lvod 
Stanci od 

Section ·IV 
1. Contact Point (Compfwr• irsms dirt~crfy bolow for Jdonrificerion of inriividuef robe conrecrt~d, if n•c•sssry, ro proc~ rhis .,pt,".;-.A:cn_.} 

Name Title T•lophono No. li~ciudo Area Codal 
Sean McNear Director Reg. Affairs 201-271-4800'' '' 

''' 

Certification 6. OetO Applicetio:n' ' ' 

1 cGrtify that tha steromonts I havo m~do on thie form end oll attachmont~ thoroto ere trvo, accuralo and ~omplate. R;caivaJ 

I ocknowladg• that any knowingly false or mislooding llitatomant may be pl.lnishable by fino or impri~onment or 
both under ~tC,ble law. /J 

-(St<impedi ' • 

'"'"""~ &d 3. Title 

Director Regulatory Affairs 

4. Typod rYame S. Onto 

Sean McNear April27, 2012 

- -. - -EPA Form 8570 1 IR•v. 8-941 PreVIous ed1t1on• era obsolete. 'Nhh• EPA File Copy (orlglnall Yaflow Applicant Copy 
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DATA EVALUATION RECORD 

PYRIPROXYFEN AND FIPRONIL 
[104.11; EFFIPRO" PLUS TOPICAL SOLUTION FOR DOGS[ 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT [OCSPP 870.1100; OECD 425[ 
ACUTE DERMAL TOXICITY- RAT [OCSPP 870.1200; OECD 402[ 
ACUTE EYE IRRITATION- RABBIT [OCSPP 870.2400; OECD 405[ 
ACUTE DERMAL IRRITATION- RABBIT [OCSPP 870.2500; OECD 404] 
DERMAL SENSITIZATION -GUINEA PIG [OCSPP 870.2600; OECD 406] 

MRID: 486969-10, 486969-ll, 486969-12,486969-13, and 486969-14 

Primary Reviewer: 
Donna L. Fefee. D.V.M. 

Secondary Reviewers: 

Prepared for 
Registration Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Summitec Corporation 

9724 Kingston Pike, Suite 602 
Knoxville, Tennessee 37922 

Task Order No. 3-C-IO 

Signature: 
Date: 

Thomas C. Marshall. Ph.D., D.A.B.J. Signature: 
Date: 

Robert H. Ross. M.S .. Program Manager Signature: 

Date: APR 16 21ll2 

Signature: fh'\~. OJ. fd1f\~ 
Date: APR 16 2012 

Quality Assurance: 
Angela M. Edmonds, B.S. 

Disclaimer· 

This review may have been altered subsequent to the contractor's signatures above. 
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chewing gum, using tobacco or using the toilet. Wear longMsleeved shirt and long pants, socks, shoes, and 
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.]* 

*[Protective eyewear may be specified, if appropriate]. 

First Aid: 

If on skin: 
-Take off contaminated clothing. 
MRinse skin immediately with plenty of water for 15M20 minutes. 
Mean a poison control center or doctor for treatment advice. 

If swallowed: 
-Call a poison control center or doctor Immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 

If in eyes: 
-Hold eye open and rinse slowly and gently with water for 15M20 minutes. 
MRemove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Meal! a poison control center or doctor for treatment advice. 

NOTE TO PHYSIOAN: Note to PM/CRM/Registrant: The proposed label should contain a "Note to Physician". 
The following statements are suggested types of information that may be included, if applicable: -technical 
information on symptomatology; Muse of supportive treatments to maintain life functions; -medicine that will 
counteract the specific physiological effects of the pesticide; -company telephone number to specific medical 
personnel who can provide specialized medical advice. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1 MSOOMxxx-xxxx for emergency medical treatment information. 

5. The basic CSF dated October 21,2011 for 2382-RIO should be reviewed and accepted by the 
TRB Chemistry Team. 

3 
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BACKGROUND: 

The material received for review includes a proposed label, indicating the product is packaged in 
single-use applicators (1, 3, 6 or 36 applicators per package). Dosage rates are stated to be 0.023 fl. 
oz. (0.67 mL) "for small dogs and puppies 8 weeks old or older and up to 22.9 lbs," 0.045 fl. oz. (1.34 
mL) for dogs weighing 23-44.9lbs, 0.091 fl. oz. (2.68 mL) for dogs weighing 45-88.9lbs, and 0.136 
fl. oz. (4.02 mL) for dogs weighing 89-132lbs. The product is to be applied no more frequently than 
once a month ("Effective monthly control of fleas and ticks," and "'Once monthly application." There 
are five acute toxicity studies (MRID 48696910, acute oral toxicity study in rats; 48696911, acute 
dermal toxicity study in rats; 48696912, acute eye irritation study in rabbits; 48696913, acute dermal 
irritation study in rabbits; and 48696914, contact hypersensitivity in albino guinea pigs, Buehler test), 
and a waiver request for the inhalation toxicity study requirement. In addition, there is a basic CSF, 
dated October 21, 2011. 

COMMENTS AND RECOMMENDATIONS: 

I. The acute toxicity studies in MRIDs 48696910-48696914 were reviewed by a contractor, 
Summetic. The resulting DER was reviewed by TRB, and the appropriate revisions, if necessary, 
were made. It is concluded that these five acute toxicity studies are acceptable, and can be used to 
support the registration of2382-RIO. 

2. TRB has reviewed the acute inhalation toxicity study waiver request, and concludes that, based on 
the proposed product use and minimal potential inhalation exposure, this study can be waived and 
the product can be assigned to Toxicity Category IV by the inhalation exposure route. 

3. Based on the results of the acute toxicity studies, the following is the acute toxicity profile for 
2382-R!O (EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS): 

Acute oral toxicity Ill Acceptable MRID 48696910 
Acute dennal toxicity III Acceptable MRID 48696911 
Acute inhalation toxicity IV Waived nla 
Primary eye irritation lil Acceptable MR!D 48696912 
Primary dermal irritation IV Acceptable MRID 48696913 
Dermal sensitization Negative Acceptable MR!D 48696914 

4. Based on the acute toxicity profile above, the following is the precautionary and first aid labeling 
for 2382-RIO, as obtained from the TRB Label Review System. 

PRODUCT ID #: 002382-00189 

PRODUCT NAME: EFFIPRO® PLUS TOPICAL SOLUTION FOR DOGS 

PRECAUTIONARY STATEMENTS 
SIGNAl WORD: CAUTION 

Hazards to Humans and Domestic Animals: 

Harmful if absorbed through skin. Harmful if swallowed. causes moderate eye irritation. Avoid contact with 
skin, eyes or clothing. Wash thoroughly with soap and water after handling and before eating, drinking, 

2 
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May I5, 20I2 

CNITEDSTATES ENVIRO:'<ii>lENTAL PROTECTIO:'Ii AGENCY 
\VASHI~GTO~. D.C. 2{}460 

OFI'!C£ OF C"U011CAL SAFE"n" 
Y\iD POLL! TIO~ ritf:\'f::\1!0''; 

OFFICE OF l'£STK!DE PROG!U \IS 
REG!STRAT!O">: ll!nS!O">: P~O~l'l 

MEMORANDUM 

Subject: Name ofPesticide Product: EFFIPRO" PLUS TOPICAL SOLUTION FOR DOGS 
EPA Reg. No./File Symbol: 2382-RIO 

From: 

DP Barcode: DP 398341 
Decision No.: 459013 
Action Code: 
PC Codes: 

R310 
129032 (Pyriproxyfen: 2.9%) 
129121 (Fipronil: 9.7%) 

0 "'-~-Q > Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

-r--- } 'l.o '..._ 
/'-'-- ... , I I ,...( 1-k-~ -1"..-~I 

s-;. 1 s:. 1 .___- Tt>' 

To: Bonaventure Akinlosotu!Richard Gebken RM 10 
Insecticide Branch 
Registration Division (7505P) 

Registrant: VIRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active lngredient(s): 
129121 Fipronil 
129032 Pyriproxyfen 
Other lngredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

bywt. 
9.7% 
2.9% 

87.4% 
100.0% 

"For your review: R310. MRID 486969-10 to -14; for a Fipronil + Pyriproxyfen containing Spot-On 
for dogs. Submits prod chem .• tox, efficacy and CAS data ... " 

1 
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Acute dermal toxicity I rat 48696911 LDso > 2000 mglkg (both sexes) Ill A 
Harlan Laboratories Ltd. No deaths, abnormal systemic 

(ltingen, Switzerland) clinical signs, or abnormal gross 
Study #034677 I November 18, findings; B W affected: 4/5 males 

2011 and 4/5 females lost weight during 
OCSPP 870.1200; OECD 402 days 1-8, all animals gained during 

days 8-15 and most had net BW 
gain over days 1-15 (I female had 
net loss over days 1-15); local 
effects: erythema on I male on day 
2 (resolved by day 3), 
desquamation and/or focal crusts 
on 5/5 males and 415 females 
beginning days 2-6 (resolved by 
day 15 except desquamation in I 
male and I female). 
Note: It is unclear whether the size 
of the dose site really was 10% of 
the body surface area (BSA). The 
study author stated that application 
sites were approximately 10% of 
body surface area, but it was also 
stated that application sites were 
covered by a gauze Pad measuring 
-25 cm1

, which, according to 
standard formulas, would be less 
than 10% of the BSAfor rats in the 
BWrange used in this study (193. 7-
276.8). 
Deficiency: Systemic clinical signs 
data from days 2-15 were omitted 

! from the study report. 
Acute inhalation toxicity I rat n.a. Waiver recommended on basis of (IV) w 

product use (pet spot-on) and 
minimal inhalation exposure. 

Primary eye irritation I rabbit 48696912 Use of anesthetic not mentioned. Ill A 
Harlan Laboratories Ltd. No corneal or iridial effects seen in 

(Itingen, Switzerland) any eye at any time point. 
Study #034688 I November 30, Conjunctival redness present in 3/3 

2011 eyes at I hr through 7 days and in 
OCSPP 870.2400; OECD 405 2/3 and 1/3 eyes at I 0 and 14 days 

post instillation (score=l-2). 
Conjunctival discharge seen in 2 
eyes at I hour (score= I) and not 
seen thereafter. Slight to moderate 
scleral reddening seen in 3 eyes at 
I hour and in 2 eyes at 24-72 hours. 
Conjunctivitis scored as "positive" 
in 2/3 eyes at 24-48 hrs and in 1/3 

6 

84



EPA Reviewer: Byron T. Backus, Ph.D. 
Risk Manager (EPA): 10 

Date: May 15, 2012 

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies 
submitted for the proposed product, File Symbol2382-RIO 

1. DP BARCODE: 398341 
2. PC CODES: 129032 and 129121 
3. CURRENT DATE: Mav 15,2012 
4. TEST MATERIAL: 104.11; Batch #FMA 11123-1; 9.68% Fipronil and 2.98% Pyriproxyfen 
(per certificate of analysis); yellow odourless liquid (or colorless to yellowish liquid); density: 1.036 
;dmL; nH: 4-5 rMRID 48696912 ; exniration date: November 2011; stored at room temnerature 
Study/Species/Lab MRID Results Tox Core 
Studv # /Date Cat Grade 
Acute oral toxicity I rat 48696910 LD50 Females - 2000 mglkg bw Ill A 
Harlan Laboratories Ltd. [95% PL Confidence interval is 0 

(Itingen, Switzerland) to>20,000] 
Study #034666 I November 18, Four tested (with dosing on day 1) 

2011 in accordance with AOT425 . 

OCSPP 870.11 00; OECD 425 StatPgm (assumed sigma=0.5): 1 at 
550 mg/kg, 3 at 2000 mglkg. 
550 mglkg: no deaths, abnonnal 
clinical signs, bw effects, or gross 
fmdings. 
2000 mg/kg: 2 deaths (days 6 & 9); 
clinical signs: ruffled fur and/or 
hunched posture in 2/3 (day I); 
survivor lost wt days 1~8 but had 
net gain for the study overall; gross 
necropsy findings limited to lung 
congestion in both decedents. 
Deviation from OECD 425: no 
rationale provided/or use of 
starting dose different from default. 

5 
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eyes at 72 hours. 
MMTS~3.33, at 1-48 hours; 
Mildly irritating (per Kay and 
Calandra). 
Classified based on resolution of 
"positive" irritation within 7 days 
or less. 

Primary dermal irritation I 48696913 PDI at 72 hour!FO.OO IV A 
rabbit There were no observations of 

Harlan Laboratories Ltd. erythema, edema, or other changes 
(Itingen, Switzerland) to the skin on any animal at any 

Study #D34690 1 November 30, time point. 
2011 ''No~~itant" based on US EPA 

OCSPP 870.2500; OECD 404 (1988 . 
Derma.! sensitization I guinea 48696914 Tested using Buehler method -- A 

pig Induction used I 00% 
Harlan Laboratories Ltd. concentration; challenge used 75% 

(Fullinsdorf, Switzerland) concentration in diethylene glycol 
Study #034701 I October 27, monoethyl ether vehicle. 

2011 No positive dermal reactions on 
OCSPP 870.2600; OECD 406 treated or vehicle control animals 

following challenge. 
Not a sensitizer 
Deficiencies: Justification not 
provided for usage of non~standard 
vehicle. It appears that in the 
positive control study the testing 
lab was not able to identifY the 
HNIC; llvo challenge 
concentrations (neither of which 
was a HNIC) were selected, based, 
in part, upon historical results. 
Results of initial challenge were 
equivocal, and a re-chal/enge was 
necessary. "Correct" results were 
attained, but the laboratory has not 
necessarily demonstrated 

I oroficiencv. 

Core Grade Key: A ""Acceptable, S =Supplementary, U =Unacceptable, D =Data Gap, W= 
Waived 

7 
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DATA PACKAGE BEAN SHEET 
Date: 02-Feb-2012 

Page 1 of 2 

* * * Registration Information * * * 

Registration: __ ~3_8:2:RIO :EWPRQpLVl>IQI'I~J\b!lQbl)IIQI\I_F()_R[)()_(3l; 

Company: 2382- VIRBAC AH, INC. 

Risk Manager Reviewer: Bonaventure Akinlosotu BAKINLOS 

Sent Date: Calculated Due Date: 10-Jul-20!2 

Decision #: 459013 

DP #: {398344) 

PRIA 

Parent DP #: 

Submission#: 908748 

E-Sub #: 

{Hill ~o( . 17/) 
Edited Due Date: 

Action Desc: (13_~-~-~~--~-~~--'=-~9-~Y.~!~~Q-~-~-~-~?_T TRACK (INCLUDES REVIEVI,f~ _ _<?~ ~~_<?!:).Y_t:::!_~~-~~1§1 

Ingredients: ~?-~_()-~?-·---~~-ip£~-~-t!_n_(_~:_9_~1 

***Data Package Information*** 

Expedite: 0 Yes 8 No Date Sent: 02-Feb-2012 Due Back: 

DP Ingredient: 129121, Fipronil 

DP Title: toxlcas 
------------------ -----------------------------------

CSF Included: • Yes 0 No label Included: • Yes 0 No Parent DP #: 

Organization: 13_[)_!_!_~~---­

Team Name: TOX 

Date In Date Out 

last Possible Science Due Date: 10-Jun-2012 / 

Science Due Date: 

Reviewer Name: ~~~':l_s_~_~_f':.~!l _____________________ _ Sub Data Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review* * * 

Printed on Page 2 

***Additional Data Package for this Decision*** 
Can be printed on its own page 

***Data Package Instructions*** 
For your review: R310 

MRID 48696916; for a Fipronil + Pyriproxyfen containing Spot-On for dogs. 

Submits prod chem, tox, efficacy and CAS data; Cites CRP data. 

Thanks, B.A 
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Page 2 

DP#: {3983~4) * * * Studies Sent for Review** * Decision#: (459013) 

'"' Product). Project 
Unpublished study 

51p. 
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DATA PACKAGE BEAN SHEET 
Date: 02-Feb-2012 

Page 1 of 2 

* * * Registration Information * * * 

Decision #: 459013 

DP #: (398341) 

PRIA 

Parent DP #: 

Submission#: 908748 

E-Sub #: 

Regis~:~:::= ;;~;?~~~~:::I::Cl!'L~§TQI'IC:!Ih§()hUTI()N_EQJ<~()GS- .•.•••.•...•••••.•••••••• ~,J.' l;[ll* 
Risk Manager: ~!!_!_Q__:_f3icha~~ Gebken- (70~)__~95-6701 ROOJ!l~_f>_Y~1n-~-~~~~?- _______ -/ 

Risk Manager Reviewer: Bo~~-"'~~!!:l.~~--Akinlosotu BAKINLOS 

Sent Date: Calculated Due Date: 1 0-Jul-2012 Edited Due Date: 

Action Desc: (!3_~_1_~)--~~IJ\{ ff39[)_l:J~!}'!'?_~-~~ ~-~!_I_~~!S __ i_l_f\l_~~u_g~:) _ RJ:I,fl ~~-~_Q~_f:_~Q_g!:J_<:i! Clj_E_fvl!S~ 

Ingredients: _!_?~_O_~?~.F.'_Y_~P~r:J~~!:l{?_·_~-~~L_ 

1 ?.~-1 ?1_, -~l_p_r_()_/1!_~(~_-_?~~) 

* * * Data Package Information * * * 

Expedite: 0 Yes e No 

DP Ingredient: 129032, Pyriproxyfen 
----------------------------------

_1_?_~~-?~~-~-~~-r_o-~_i_l_­

DP Title: tox/pl 

CSF Included: • Yes 0 No 

Oate Sent: 02-Feb-2012 

Labellnduded: • Yes 0 No Parent DP #: 

Due Back: 

Date In Date Out 

Last Possible Science Due Date: 10-Jun-2012 / Organization: !3_[)__/ TRB __ _ 

Team Name: TOX Science Due Date: 

Reviewer Name: Backus, Byron 

contractor Name: __ :_S __ ~~Z~~~~----_ --
Sub Data Package Due Date: 

* * * Studies Sent for Review* * * 

Printed on Page 2 

***Additional Data Package for this Decision*** 
Can be printed on its own page 

* * * Data Package Instructions * * * 

For your review: R310 

MRID 486969- to to - t4; for a Fipronil + Pyriproxyfen containing Spot-On for dogs. 

Submits prod chem, tox, efficacy and CAS data; Cftes CRP data. 

Thanks, B.A 
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48696911 

486969t2 

48696913 

48696914 

Page 2 

* * * Studies Sent for Review** * Decision#: (459013) 

Study in i~fi~;;~:g~~~;~~~~~~i~;~ Report Project 
study prepared by 
69p. 
Damme, B. (2011) 104.11:Acute Dermal 
Toxicity Study in Rats: Final Report. Project 
Number: D34677. Unpublished study prepared 
by Harlan Laboratories, Ltd. 66p. 
Damme, B. (2011) 104.11: Acute Eye Irritation 
Study in Rabbits: Final Report. Project 
Number: D34688. Unpublished s1udy prepared 
by Harlan Laboratories, Ltd. 72p. 
Damme, B. (201 t) 104.11: Acute Dermal 
Irritation Study in Rabbits: Final Report. 
Project Number: D34690. Unpublished study 
prepared by Harlan Laboratories, Ltd. 55p. 
Arcelin, G. (2011) 104.11: Contact 
Hypersensitivity in Albino Pigs, Buehler Test: 
Final Report. Project Number: 034701. 
Unpublished study prepared by Harlan 
Laboratories, Ltd. 101 p. 

870. t200/Acute dermal toxicity Pass (10-Jan-2012) 

870.2400/Acute eye irritation Pass (10-Jan-2012) 

870.2500/Acute dermal irritation Pass (10-Jan-2012) 

870.2600/Skin sensitization Pass (tO-Jan-2012) 
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Sen1 Date: ____ _ 

DATA PACKAGE BEAN SHEET 
Date: 02-Feb-2012 

Page 1 of 2 

Calculated Due Date: 10-Jul-2012 

Type of Registration: Product Registration- Section 3 

Decision#: 459013 

DP #: (398341} · 

PRIA 

Parent DP #: 

Submission#: 908748 

E-Sub #: 

Edited Due Date: ____ _ 

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMISl 

Ingredients: 129032, Pyriproxyfen(2.9%) 

129!21, Fipronil(9.7%) 

* * * Data Package Information * * * 

Expedite: 0 Yes f& No 

DP Ingredient: 129032, Pyriproxyfen 

129121, Fipronil 

Date Sent: 02-Feb-2012 Due Back: -----

DP Title: ~!o~>f~p~! ----------------------------

CSF lnpluded: • Yes 0 No Label Included: • Yes 0 No Parent DP #: ----

Assigned To Date In 

_____ Last Possible Science Due Date: 10-Jun-2012 / 

Date Out 

Organization: cR~D~/~T~R~Bc._ ______ _ 

Team Name: T~O~X::_ ________ _ Science Due Date: ____ _ 

Reviewer Name: ,•~·~,k~"~''~B~y~co~oc_ _____ _ Sub Data Package Due Date: -----

Contractor Name:-----------

* * * Studies Sent for Review* * * 

Printed on Page 2 

* * *Additional Data Package for this Decision * * * 
Can be printed on its own page 

* * * Data Package Instructions * * * 
For your review: R310 

MRID 486969- 10 to -14; for a Fipronil +Pyrlproxyfen containing Spot-On for dogs. 

Submils prod chem, !ox, efficacy and CAS data; Cites CRP data. 

Thanks, B.A 
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Waiver Request 
Registrant: Virbac Animal Health, Inc. 

Acute Inhalation Study (OPPTS 830.1300). 
Effipro Plus Topical Solution for Dogs. 

\ 

The Effipro® Plus Topical Solution for Dogs product is composed of9.7% w/w of 
the active ingredient fipronil and 2.9 % w/w of the active ingredient pyriproxifen. This 
product is packaged in single use non-refillable applicators that are intended for one time 
only spot-on applications to dogs. 

The potential human inhalation exposure to this product is expected to be 
neglible. Only very small amounts of product are applied per application, depending the 
weight of the animal. Based on packaging considerations described in the proposed 
product labeling, the maximum volume of Effipro® Plus Topical Solution for Dogs that 
can be administered at one time to a dog using the largest available applicator size is 
approximately 4.0 ml. This application volume represents the worst case because it is the 
dose that is recommended only for use on dogs weighing more than 89 pounds. 
Therefore, according to the proposed label, a great deal of anticipated product use will 
occur at much lower volumes on smaller dogs. 

Furthermore, the measured vapor pressure of both of the active ingredients, 
fipronil and pyriproxifen, are extremely low (2.8 x I0-9 mm Hg at 25oC and 1.0 x I0-7 mm 
Hg at 25CC, respectively), indicating that both active ingredients are essentially non­
volatile and are therefore not expected to vaporize from the skin of the treated animal 
following application. The active ingredients will therefore not be available for inhalation 
after application according to label directions. Finally, the method of applying the liquid 
product directly to the pet creates no particulates, aerosols, or other respirable matter. 
Therefore, based on the criteria provided by the Agency in 40 CFR 158.500, footnote 4 
under the Toxicology Data Requirements, a waiver of the acute inhalation study for these 
products is appropriate. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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DATA PACKAGE BEAN SHEET 
Date: 02MFeb-2012 

Page 1 of 2 

* * * Registration Information * * * 

Registration: __ 2382MRIO -_ EFFIPBO PLL!§ __ _TQ_~J~Al: __ §Q_~-~-I_I_Q_~_f_Q_~JlOG~---­
Company: 2382- VIRBAC AH, INC. 

Risk Manager: RM 10 -_~j-~~~!.9 Gebken - (703!1.9§.:?_?_Q! __ f3.o:l.o:l!l:.~-~:r'-~---~~?-~~-? ________ _ 
Risk Manager Reviewer: Bonaventure AkinJosotu BAKJNLOS 

Sent Date: Calculated Due Date: 1 0-Jul-2012 

Type of Registration: ~-~9_~~-~--~~_!;!!~':':<!~~o:l-~_-__ !?_~_?_!_io:J!l __ ~--

Decision#: 459013 

DP #: (398340) 

PRIA 

Parent DP #: 

Submission#: 908748 

E..Sub #: 

Edited Due Date: 

Action Desc: (~-~~-9_)_ -~-~1/'J_ --~~9_[)\!_€::!}'19N-F AST _!~_g_t( __ Q_~~-~-~g-~~---~§\j_I_Ew__!) _ _(:lj= PRODUCT CHEMISl 

lng redients: 129032, ___ r::Y!_ip~o:J_>:y_!~_nJ?:_~_ro)____ 

129121, Fipronil(9.7%) 

* * * Data Package Information*** 

Expedite: 0 Yes • No 

DP Ingredient: -~~-~-~~~c_!:'y~i!?_~9Tf::~ __ 

1__?~_! _2_~·---~ip~~-~i_l_-

DP Title: j:)~_od __ 0_efll 

CSF Included: • Yes 0 No 

Date Sent: 02-Feb-2012 

Label Included: e Yes 0 No Parent DP #: 

Date In Date Out 

Due Back: 

Organization: RD I TRB Last Possible Science Due Date: 10-Jun-2012 

Team Name: CHEM Science Due Date: 

Reviewer Name: Sub Data Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review * * * 

Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
For your review: R31 0 

MRID 486969 - 01 to -09; for a Fipronil + Pyriproxyfen containing Spot-On for dogs. 

Submits prod chem, lox, efficacy and CAS data; Cites CRP data. 

Thanks, B.A 

/ 
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OP#: (398340) 

48695909 

Page 2 

* * * Studies Sent for Review** * 

li Report 
Project Number: 034802. Unpublished study 
prepared by Harlan Laboratories Ltd. 56p. 
Zepperitz, C. (2011) 104.11: Enforcement 830.1800/Enforcement 
Analytical Method - Quantification of the Active analytical method 
Ingredients Fipronil and Pyriproxyfen: Final 
Report. Project Number: 034813. Unpublished 
study prepared by Harlan Laboratories, Ltd. 
38p. 

Decision#: (459013) 

Pass (10-Jan-2012) 
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Page 2 

DP#: (398340) • • • Studies Sent for Review • • • Decision#: {459013} 

i . 40p. 

48696901 Villard, I. (2011) Product Specific Chemistry 830.1600/Description of Pass (1 0-Jan-2012} 
for Effipro Plus Topical Solution for Dogs. materials used to produce the 
Project Number: VIRBAC/1 04/11/3. product 
Unpublished study prepared by Virbac. 40p. 

48696901 Villard,!. (2011} Product Specific Chemistry 830.1620/Description of Pass (1 0-Jan-2012) 
for Effipro Plus Topical Solution for Dogs. production process 
Project Number: VIRBAC/1 04/11/3. 
Unpublished study prepared by Virbac. 40p. 

48696901 Villard, I. (2011) Product Specffic Chemistry 830.1650/Description of Pass {1 0-Jan-2012} 
for Effipro Plus Topical Solution for Dogs. formulation process 
Proiect Number: VIRBAC/104/11/3. 
Unpublished study prepared by Virbac. 40p. 

48696901 Villard, I. (20t 1) Product Specific Chemistry 830.1670/Discussion of Pass (10-Jan-2012) 
for Effipro Plus Topical Solution for Dogs. formation of impurities 
Project Number: VIRBAC/1 04/11/3. 
Unpublished study prepared by Virbac. 40p. 

48696901 Villard, I. (2011) Product Specffic Chemistry 830.1750/Certffied limits Pass (10-Jan-2012) 
for Effipro Plus Topical Solution for Dogs. 
Project Number: VIRBAC/104/11/3. 
Unpublished study prepared by Virbac. 40p. 

48696902 Habeck, C. (2011) 104.11: Determination of 830.6302/Color Pass {1 0-Jan-2012) 
the Physico-Chemical Property "Appearance 
(Color, Physical State and Odor)": Final 
Report. Project Number: D34892. Unpublished 
study prepared by Harlan Laboratories, Ltd. 
24p. 

48696902 Habeck, C. (2011} 104.11: Determination of 830.6303/Physical state Pass {1 0-Jan-2012} 
the Physico-Chemical Property "Appearance 
(Color, Physical State and Odor)": Final 
Report. Project Number: D34892. Unpublished 
study prepared by Harlan Laboratories, Ltd. 
24p. 

48696902 Habeck, C. (2011} 104.11: Determination of 830.6304/0dor Pass (10-Jan-2012} 
the Physico-Chemical Property "Appearance 
(Color, Physical State and Odor)": Final 
Report. Project Number: D34892. Unpublished 
study prepared by Harlan Laboratories, Ltd. 
24p. 

48696903 Habeck, C. (2011} 104.11: Determination of 830.6314/0xidizing or reducing Pass (1 0-Jan-2012) 
Oxidation I Reduction (Chemical action 
Incompatibility}: Final Report. Project Number: 
D34870. Unpublished study prepared by 
Harlan Laboratories, Ltd. 28p. 

48696904 Habeck, C. (2011) 104.11: Determination of 830.6315/Fiammability Pass (10-Jan-2012} 
the Physico-Chemical Property "Flash Point": 
Final Report. Project Number: D34881. 
Unpublished study prepared by Harlan 
Laboratories, Ltd. 29p. 

48696905 Habeck, C. (2011} 104.11: Determination of 830.7000/pH Pass (10-Jan-2012) 
the Physico-Chemical Property "pH": Final 
Report. Proiect Number: D34868. Unpublished 
study prepared by Harlan Laboratories, Ltd. 
27p. 

48696906 Habeck, C. (2011) 104.11: Determination of 830.7100Niscosity Pass (10-Jan-2012) 
the Physico-Chemical Property "Viscosity": 
Final Report. Project Number: D34846. 
Unpublished study prepared by Harlan 
Laboratories, Ltd. 29p. 

48696907 Habeck, C. (2011} 104.11: Determination of 830. 7300/Density/relative Pass (1 0-Jan-2012) 
the Physico-Chemical Property "Relative density 
Density": Final Report. Project Number: 
D34857. Unpublished study prepared by 
Harlan Laboratories, Ltd. 30p. 

48696908 Zepperitz, C. (2011} (Effipro Plus Topical 830.1700/Preliminary analysis Pass (1 0-Jan-2012) 
Solution for Dogs}: Quantification of the Active 
Ingredients Fipronil and Pyriproxyfen in Five 
Batches by Validated Methods: Final Report. 
Project Number: D34802. Unpublished study 
prepared by Harlan Laboratories Ltd. 56p. 
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Chemical: PYRIPROXYFEN 

MRIDNo. Citation in OSRI 

42178310 Study Type: Carcinogenicity 
43413202 
43210501 Classification: Minimum 
43413201 

Year: 1991 

Species: Mice 

Strain: Crl:CD-1 (ICR) BR 

Sex: Male and Female 

Age at Initiation: 29 days 

42178309 Study Type: Chronic Toxicity/ 

Classification: Guideline 

Year: 1991 

Species: Dog 

Strain: Beagle 

Sex: Male and Female 

Age at Initiation: 23-27 weeks 

PC Code: 129032 

Selected Endocrine Related Findines 

Dose levels tested: 0, 22, 90 and 410 mglday in the diet for 78 weeks. 

Organ weights: No treatmentMrelated changes were seen in absolute or relative weights of the 
testes, ovaries, and adrenal glands. 

Histopathology: No treatmentMrelated histopathological lesions were seen in the testes, ovaries, 
uterus, manunary, thyroid, adrenal or pituitary glands. 

Dose levels tested: 0, 30, 100, 300 and 1000 mg/kg/day the diet for 54 weeks. 

Organ weights: No treatment-related changes were seen in absolute or relative weights of the 
testes, prostate, ovaries, uterus, thyroid, adrenal and pituitary glands. 

Histopathology: No treatment-related histopathological lesions were seen in the testes, 
epididymides, prostate, ovaries, uterus, vagina, mammary, thyroid, adrenal or pituitary glands. 
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' ' UNITED s· \TCS ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON DC 20460 

, "' r, 1995 

0<1·...:~0• 
I'Hl•tt.: .. ;t, H:>r . .::u:~·. 

10:~.,,: ~vll:i I ;.•,, ~) 

IIHOI.AifDOII 

Subject: EPA ID I 067505-G: Ec:.o Flea & Tick Insecticide With IGR 
for Adult Dogs and Puppies Older than 8 Weeks - Review of Domestic 
Animal S"ff'lty Study (MRIO I 4.1396408) 

Fn>m: 

1'o: 

Thru: 

P.C. Nos.1 109701 6. ·29032 
Tax. Chem. ~os.: 65288 
Submission No.1 5475155 
D.P. Barcode No.I 0208877 

Guruv4 B. Reddy, D.V.M., Ph.D. 
section 4 
Toxicology Branch I 
Health Effectd Oivi~ion (7509C) 

Kbrion JohnaontJoaeph Tavano 
Project Manager 10 
Reqistration Division ~7~) 

John Doherty, Ph.D. jl.,y.. qo/~ /1), 
Actin9 Section ~•ad ( ) ·',; w-tr / 
section 4, ToxicologY, Branch I / ~~· ,y \ / i*' 
Health Et't.tcta Division (75090t :' • 

C"OIICL08tOMa: 

'J'he doaaatic ani•al aaft~ty •tudy ia ina4equate and Ua.eooeptable and 
Goee aot lat1ary the raqulramanta, of a Seriea S 86~1 domeatic 
ani•al aafety atudy in adult doga and puppies older than 8 weeka, 
becau•e ot violl\tion tJt randomization procedures t'\d inadequate 
nuilber ot aniaole; and lack ot pertinent information a•Jch aa 
bodyweiqht qain, food conaumption etc., needed toe evaluation or· 
aetety of the toraulation were not collected or reported. 

cc: Doherty 

BEST COPY AVAllABLE 
___ ...... 
.._ ....... .c..-- ........ -............................. 
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'• 

u. ACTIOM EEQUEST&D: 

ECTO Development Corporation, Excelsior Springs, MO., has submitted 
a domesti~ animal safety study in adult doga and ?Uppies older than 
s weeks, in support of registration of E~TO Flea ' Tick Insecticide 
With IGR for che control of fleaa, ticks and mc&quitoes. 

III. ~OXICOLOGY BRAMCB COMMENTS; The following study cteficienciea 
were noted: 

1. The stuay did not delllonstrate a 3 - 5 fold safety factor 
between label uaage rate and dermal reactlons. 

2. 1'he animctla selected tor tne atu.iy did not appear to be from 
a. healthy stock. Thia ia evidenced. from the e::·ythematoll& 
reactic.l'& in adults prior to application and presence of parvo 
virus, cocc~dia.l, bacterial and helminthic infections in 
puppiee, which co~promised study. Any or all treatments or 
prophylactic measure• should be don~ during the 
ac~limatization period. 

3. Number of ani~als used in the study ic inadequate. A minimum 
ot 5/sex/age group~ at 5 time the recor~ended dose level for 
twice the duration of intended use should be employed. 

4. Data is lacking on bodyweight gains, tood consumption, etc •• 
In the abaence ot which, safety ot the treatments cannot ba 
validated. 

5. Dermal reaction& in the vehicle treated were as severe as in 
the treated group. It appears the dermal reactions in this 
study were due to vehicle used in the formulation. Therefore, 
the regiatrant should consider changing vehicle tor aater 
inactive ingredienta. 

BEST COPY AVAILABLE 
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& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

1g burden for this collection ofinfomtation is estimated to average 0.25 

For,., Appro••d o~m-No. 2070-00 

d 0.25 hours per response 
and special 

· ;n of information, including suggesli_ 
for reading lhe instruction and completing lhe necessaJ)' forms. Send 

the hurdea to Director: OPPE Information Management Division (2137) U.S. 
estimate or any other aspect of this 

Protection Agency, 401 M Street, S.W., 
, DC 20460. Do not send the form 

DATAMATRIX , 
-~ 

Date: Au ust 23,2011 EPA Re No./Filc Symbol87825-R Pagel of6 
App!ican!'s/Rcgislrant's Name & Address Product: Fipronil Technical 
Virbac SA 
Jere avenue 2065 M- LID 

830.1600 

~-v . .,_v 

830.1800 
830.1900 
830.6302 
830.6303 
830.6304 
830.63' 1 

830.63 
830.63 
830.63 
830.631' 

! Product Identity and 1 

·n of 
,fp 

'" 

d Limits 
>I Method 

Odor 
d Storage: 

~ 
tbi!ity 

1 Yr. Storage: 

jf\'"~ .. 
- '·' 

my 

Used 

I Ions 

""TVV/~~ ... v, ov·· ... /~v• I Virbae. OWN 
48095240 
48095239 
48095239 
48095240, 4844920 I Virbac OWN I -
-~AA-A •• Virbac OWN 

Virbac OWN 
Virbac OWN 
Virbac N/A 

48095240,48095243 Virhm-: OWN 
48095240,48095243 
48095243 Virbac OWN 
48095243 Virbac OWN T l 
48095239 Virbac OWN 

~ 4809: 
Virbac l OWN \ ~::rn~te 

dTi!le 
Jean-Pascal Marc 
Corporate Product Innovation Director 

~ 

rorue 
August 23, 
2011 
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Form AI'P' .. v<d OMR No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:& 401 M Street, S.W. ~ 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collcclion ofiuformation is cslimaled to average 0.25 hours per response for registration activities attd 0.25 hours per response 
for reregistration and special review activities, including time for reading the instroction and completing t11e necessary forms. Send comments regarding the burden estimate or any olher aspect of this " 
collection ofiufonnation, including suggestions for reducing the burden to Director: OPPE lufonnation Management Division (2137) U.S. Euvironmental Protection Agency, 401 M Street, S.W., i Washin ton, DC 20460. Do not send the fonu to this address. 

DATA MATRIX : I 
Date Au ust 23, 2011 EPA Re No./Filc S bol87825-R Page2 .;;;,; 

Applicant's/Registrant's Name & Address Product: Fipronil Technical 
Virbac SA 
Jere avenue 2065 M- LID 
F-065 16 Carros, Frmtcc 

--~ 

In rcdient: Fi ronil --
Guideline Reference Number Guideline Study Name MRIDNumbcr Submitter Status Note 

830.6318 Viscosil Virbac NIA 
830.6319 Miscibili Virbac NIA Solid 

830.6320 Corrosion characteristics Virbac OWN Sec nole 
I oage 2 

830.6321 Dielectric breakdown volta e Virbac N/A Waived 

830.7000 I pH 48095247 Virbac OWN 
830.7200 Melting Point 48095249 Virbac OWN 
830.7300 Density bulk density or specific gravity 48095250 Virbac OWN 
830.7320 Particle Slze Virbac NIA 
830.7050 UV Nisible Spectrum 48095248 Virbac OWN 
830.7370 D'tssoc'tation cons!ant 48095251 Viibac OWN 
830.7520;830.7550; 830.7560 Octanol/water partitioo coefficienl 48095244 Virbac OWN 
830.7570 
830. 7840;830. 7860 Solubilily 48095245 Virbac OWN 
830.7950 Va or ressure 48095246 Virbac OWN 
Signature Name and Title Date 

\n Jean-Pascal Marc August 23, 
;;,\ ~"-· 

Corporate Product Innovation Director 2011 -U ,_ 
-····-

EPA Form gs70-3S (9-97) Eleolrooic ood Popco Versions ,\v,1ihble. S"brnit only Pap<r version_ Ag•nc)' In! ental Usc Coi'Y 

Note: 830.6317 and 830.6320: Per Agency Policy, storage stability and corrosion characterislics data arc not required to be submitted unless specifically requested by !he Agency. Virbac 

has initialed these studies and w"1ll submit the final reports if required when the studies arc comple!cd. 
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~'onn ,\ppnwcd O~lll Nu. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
ea 401 M Street, S.W. ._. "" ' 

' 

WASHINGTON, D.C. 20460 ' 
' 

Paperwork Reduction Act N~;~tice: The public reporting burden for this collection of infonnatioa is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration aud special review activities, iaeluding time for readiag the instmction and completing tile necessary fonns. Send comments regarding tlw burden estimate or any other aspect of this " 
collection ofinfonnation, including suggestions for reducing tile burden to Director: OPPE lnfonnation Manageweut Division (2137) U.S. Euvironmeutal Protection Agency, 401 M Street, S.W., 
Wasllin ton, DC 20460. Do not send tile fonn 10 lilis address. 

DATA MATRIX " ..... 

Date: Au ust 23, 2011 EPA Rc No./File S mboi87825-R Page3o:c 

Applicaut's/Registranl's Name & Address Product". Fipronil Technical 
Virbac SA 
Jere avenue 2065 M- LID 
F-06516 Carros, France . 
In redient: Fi ronil -Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

40 CFR 158.340 Toxicology Data Requirements 
870.1100 Acute oral toxicity 42918628;43235401 BASF OLD 

43279706 

870.1200 Acute dermal toxicity 42918629 BASF OLD 
870.1200 Acute dermal toxicity 43235402 BASF OLD 
870.1300 Acute inhalation toxicity 42918631 BASF OLD 
870.2400 Primar_y_o::ye irritation 42918632 BASF OLD 
870.2500 Primar dermal irritation 42918630 BASF OLD 
870.2600 Dermal sensitization 42918634 BASF OLD 
870.6100 Acute deJa ed neurotoxici 42918635 BASF OLD 
870.6100 Acute delayed neurotoxicity 43559501 BASF OLD 
870.3100 90-day oral toxicity- rodent 42918643 BASF OLD 
870.3150 90-day_oral toxicity- nonrodent 429!8642 BASF OLD 
870.3200 21-da dermal toxicit 429!8644 BASF OLD 
870.3250 90-da dermal toxicit DATA GAP BASF GAP *See below 

870.6100 90-day neurotoxicity- mammal 43291703 BASF OLD 
81-8 Neurotoxicity to Rats by Acute Oral 44431801 BASF PAY 

Administration 

Signature Name and Title Date 

.\'j] •c-~,_. Jean-Pascal Marc August 23, 
' dL· Corporate Product innovation Director 2011 

---·--- -
EPA Fonn B'i70·3'i (9-97) Electtnnic and ('apcr Versioos AvaJIOble. Submi<··a·,;ly P.1per version. ,lge"o)•lnlernal Uoo Copy 
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- ._.. -.\ . 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Fo<m Apprc»od OM !I No. 207~J-oJ{J6U l 

& I 
401 M Street, S.W. ·I WASHINGTON D.C. 20460 ' ' ' - -< • 

Paperwork Reduclion Act Notice: The public reporting burden for this collection of information is eslimalcd to average 0.25 hours per response for rcg.islralion activities and 0.25 hours per respense j 
for reregistrnliou and special review activities, including time for readiug the iustruction and completing the necessary fonns. Send cmnments regarding the burdcu estimate or any other aspect ofll~;~. · 
collection ofinfonnation, including suggestions for reducing tltc burden lo Director: OPPE lnf01matiou Management Division (2137) U.S. Enviroumcnlal Protection Agency, 40l M Street, S.W., . -~ 
Washington, DC 20460. Do not send the form to this address. . 

DATA MATRIX 
Date Au usl23, 201l EPA Re No./File S mbol87825-R Page4 ~-r·6·---j 
Applicant 's/Registrant's Name & Address 
Virbae SA 

Product: Fiprouil Technical I 

lcre avenue 2065 M- LlD 
F-06516 Carros, France 
ln redicnt: Fi ronil 
Guideline Reference Number Guideline Study Name MRlDNumbcr Submitter Status Note 
40 CFR 158.340 Toxicology Data Requirements (Continued) 
84-2 Struclural chromosomal aberralion 42918680 BASF OLD 
84-2 Structural chromosomal aberralion 42918653 BASF OLD 
84-2 Ollter genotoxic effects 42918651 ;42918653 BASF OLD 

43501703 
85-1/870.7485 General metabolism 429!8655 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF PAY 
85-1!870.7485 General metabolism 43737308 BASF OLD 
85-1!870.7485 General metabolism 42918654 BASF OLD 
85-1/870.7485 General metabolism 42977904 BASF OLD 
85-1!870.7485 General mclabolism 43253701 BASF OLD 
85-2/870.7600 Dennal pene1ra1ion 43737308 BASP PAY 
85-7/870.7600 Immunoloxicity DATA GAP GAP *Sec beloJV 

40 CFR 158A90 Wildlife and Aqua1ic Organisms Da1a Requlremeuts OLD 
71-1!850.21 00 Avian om! LD 50 mallard or bobwhite 42918617 BASF OLD 

429!8616 
72-1/850.1075 Freshwater fisll LC 50 rainbow or 42918624;42918673; BASF OLD 

bluegill 42918674;42977902 OLD 
43279703;43291718 OLD 

Siguature Name and Title Date 

(/1;»'•-.>----
Jean-Pascal Marc August 23, . Corporate Product Innovation Direclor 2011 

- 3.-' 

Fe A Fom'> R<.,n.l< /0.0<\ F~c'm""' '"'' p, '~"'' Vorsions A~oiloblc. Submil only Pape~· "" sion. '\gency h>lemalU" Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:!z 

"!; ~---

401 M Street, S.W. 
"' ASHINGTON, D.C. 20460 

· .n of infonnalio11 is cstitnatcd to average 0.25 hours per response for registration activities and 0.25 hours per respOnse ' ' 
:uctiou and complctittg I he necessary forms. Send comments regarding the burden estimate or any other aspect of this -···-·--.. lg time 

... , ···----···<> --.,, ....•. ts for reducing I 
). Do not send the form· ·• 

burden to Director: OPPE lnfa~nmtion Management Divisiou (2137) U.S. Enviroameutal Protection Agency, 401 M Street, S.W., __ ,,, 

Date: A 
Virbac SA 
Jere avenue 2065 M- LID 
F-065!6 Carras, France 
lu redienl: Finronil 
Guidcli1 
83-11870.4100 
83-1/870.4100 

SJ-LonJ,, ·--

I sJ-

2/870.4200 
2!870.4200 
2/870.4200 

70.6300 
~J-'11~7if38ii{j 
84-2/870.5100 
84-2/870.5100 

100 
----~----

-
-

18.: 

EPA I 

c feedin rodenl 
Chronic feeding 

Chronic 

Jene 
Jene 

.\) -,>.~-­
di.-

. ·y-

DATA MA 

12918645 

~29T8649 
0501702 
12918648 
12918646 

~ !I '~()) 

867 

'" 
---
.3291721. 

--
e , No./File S mbol 87825-R Page 5 o:c 

Product: Fipronil Technical 

Submitter Status Note 

BASF OLD 
BASF OLD 

I BASF 

TBAsF 
TBAsF 

d Tttlc 
Jean-Pascal Marc 
Corporate Product Innovation Director 

~ 

I gr_ 
"0 

AY 

Ol 
OLD 
OLD 
OLD 
OLD 

"Coi'Y 

j Date 
August 23, 
20ll 
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Forn• Approv<ot OM II No. 2070-0060 

~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act NoiiCc: The public reporting burden for thiS collection of information is estimated to average 0.25 It ours per response for registration activities and 0.25 hours per~~;;-­
for reregistration and special rcvietv activities, including time fur reading the insttuctiou and complctiug the necessmy forms. Sctld comments regarding the burden estimate or any other aspeCt of this 
collection of information, including suggestio us for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, s:r'/ .. , 
Washingtou, DC 20460. Do not send the lbrm to this address. 

DATA MATRIX 
Date: August 23, 20 ll 
Applicant's/Rcgistrant's Name & Address 
Virbuc SA 
!ere avenue 2065 M- LID 
F-06516 Carro~. France 
Ingredient: Fioronil 
Guideline Reference Number 

72-2/850.1010 

835.2110 

40 CFR 158,390 Reentry 
Protecti()n Dnta Req~_iremen~ 
133-3 

133-4 

132-1 

N/A 

NIA 

Signature 

Guideline Stud Name 
Acute LC 50 freshwater invertebrates 
Da lmia /lla na 

Acute LC 50 freshwater invertebrates 
Da h11ia ma na) 

Acute LC 50 freshwater invertebrates 
(Daphnia magna) 
Acute LC 50 freshwater invertebrates 

(Dae.Jmia mag_llCl) 
H drol sis 

Dermal ex osure- Fi ronil 

Inhalation ex osurc- Fi ronil 

Dislod cable residue diss· ation- F ronil 

Dermal and inhalation exposure of 

commercial Eet groomers {SEot}- FiEronil 
Analytical method for exposure studies -
Fioronil 

,, 
1\'''"'~-.a,.-

EPA Fmm S:i10·30 [9-97) Elocorouio ond Papc• Version< Avnilablc. Submit only Papcr vc,.ioo. 

MRIDNumbcr 

42918625 

42918669 

42918671 

I 43291719 

42977905 

44433302 

44433302 

44531203 

44433303 

I 44433308 

EPA Reg. No./Filc Symbol87825-R 
Product: Fipronil Technical 

Submitter 
BASF 

BASF 

BASF 

I BASF 

I BASF 

Merial 

Mcrial 

Medal 

Merial 

I Merial 

Name and Title 
Jean-Pascal Marc 
Corporate Product Innovation Director 

Status 

OLD 

OLD 

OLD 

OLD 

OLD 

PAY 
PAY 
PAY 
PAY 

PAY 

A~•n•y lnl<roo;ll u .. Copy 

l'n<:~.C.<>\6 

--
I rl"Vt:::~ · 

August 23, 
2011 

* l'ursuant to 40 CFR 152.96 (c), Virbac hereby certiftCS that Virbac has no basis to believe that this t•cquirctncnt is not a data gap and, further, that Virbac has sent by certified mail to atl companies 
ou the current EPA Data Subtnittcrs List fot· fipronil a letter requesting that the company identify, within 60 days of receipt, any valid study that would fulfill this data requirement. Once this 60-day 
period expires, Vtrbac 'o'lltt update the Agency as to the "tnformation, if any, Vtrbac rccc"tvcs \n response to this "data gap'' letter. 
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December 20, 2011 

Richard Gebken, PM I 0 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room SA900, One Potomac Y;rrd 
2777 South Crystal Ddve 
Arlington, VA 22202 

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

Virbac Animal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Wmih, TX 76137, 
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO® PLUS Topical Solution for Dogs. 

48696900 

This product contains the active ingredients fipronil and pyriproxifen and is intended to 
control fleas, ticks, mosquitoes, and other pests on dogs only. 

Pyriproxyfen itself is registered alone and in combination with other active ingredients in 
numerous end use products for spot-on insect growth regulator use on dogs. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 1-52.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

Below is a list of the components included with this application: 

1. Cover Letter; 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-1; 
4. Confidential Statement ofFormula-2 Copies; 
5. Data Matrix Form 8570-4; (EUP and TGAI); 
6. Certification of Data Citation Form 8570-34; 
7. Proposed Label- 5 copies; 
8. 3 copies of bound PR 86-5 compliant study reports supporting registration; 
9. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
10. Letter of Self-certification of Child-Resistant Packaging; 
11. Fonnulator's Exemption Form 8570-27; and 
12. Copy ofPRIA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 105



Child-Resistant Packaging 

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose unit 
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml, 
2.68 ml, and 4.02 rnl dose sizes have been previously tested, and CRP certification has been 
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and 
cited in the attached Data Matrix. A self-certification letter is also attached. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-31 0 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in the amount of $4807 to cover the PRIA 
fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

Attachments 

3200 Meacham Blvd. • Fmt Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS DOG 
12/20/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to re&ister an end use pro namely EFFIPRO® PLUS Topical 
Solution for Dogs. Effipro® EFFIPRO PLUS Topical Solution for Dogs contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 20, 2011 

Volume Study Title MRIDNo. 
1 Administrative Materials 

Effipro® Plus Topical Solution for Dogs 

Group A Product Chemistry 

2 OPPTS 830.1550,830.1750,830.1600, 830.1620,830.1650, 48696901 
830.1670 
EFFIPRO® PLUS Topical Solution for Do!!s 

Group B Product Cliemislly 

3 OPPTS 830.6302, 830.6303, 830.6304 
Determination of the Physico-Chemical Property 48696902 
"Appearance (Color, Physical State and Odor)" 

4 OPPTS 830.6314 
Determination of Oxidation I Reduction (Chemical 48696903 

Incompatibility) 
5 OPPTS 830.6315 

Determination of the Physico-Chemical Property "Flash 48696904 
Point" 

6 OPPTS 830.7000 
48696905 Detennination of the Physico-Chemical Prooertv "oH" 

7 OPPTS 830.7100 48696906 
Determination of Physico-Chemical Property "Viscosity" 

8 OPPTS 830.7300 
Determination of the Physico-Chemical Property 48696907 
"Relative Density" 
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Volume Study Title MRIDNo. 
9 OPPTS 830.1700,830.1800 

Quantification ofthe Active Ingredients Fipronil and Pyriproxyfen 48696908 
in Five Batches by Validated Methods 

10 OPPTS 830.1800 
Enforcement Analytical Method- Quantification of the Active 48696909 
Ingredients Fipronil and Pyriproxyfen 

Acute Toxicity 

II OPPTS 870.1100 48696910 
Acute Oral Toxicity Study in Rats- Up~and-Down-Procedure 

12 OPPTS 870.1200 
Acute Dermal Toxicity Studv in Rats 48696911 

13 OPPTS 870.2400 48696912 Acute Eye Irritation Study in Rabbits 
14 OPPTS 870.2500 48696913 

Acute Dermal Irritation Studv in Rabbits 
15 OPPTS 870.2600 48696914 Contact Hypersensitivity in Albino Guinea Pigs, Buehler Test 

Product Performance 

16 OPPTS 810.3300 
Summary of Efficacy Data for EFFJJlRO® PLUS Topical Solution 48696915 
for Dogs 

Product Safety 

17 OPPTS 870.7200 
Summary of Companion Animal Safety Data for EFFIPRO® 48696916 
PLUS Topical Solution for Dogs 

2 
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l'nrm Appmvocl O~tn No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:\~'j. 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
PaperW()rk Rcd11elion Aet Notice: The public reporting burd~'ll for this co!!cclion of iofonnation is estimated to average 0.25 hOJifS per response for registration activilies and 0.25 hours per response 
for reregistration and special review activities, indudiug lime for reading the instruction and completing I he uccessary fon11s. Send comments regardillg the burden estimate or auy other aspccl of this 
collection ofinfom1alion, including suggestions for reducing I he burden lo Director: OPPE Information Management Division (2t 37) U.S. Enviroumental Protection Agency, 401 M Slrcel, S.W., 
Washin ton, DC 20460. Do ool scud tl1e fonn to I his address. 

DATA MATRIX 
Dale: December 20, 2011 EPA Rc . No./Filc S mbol 2382-'fBA l'age I ol"9 
Applicanl 's/Registraut's Name & Address Prod11ct: 
Virbac AH, lllc. 
PO Box 162059 EFFIPROll> PLUS"fOPtCAL SOLUTION FOR DOGS 
F01t Worlh TX 7616 t 
In redient: Fi Jronil, P ri rox fen 
Guideline Reference Number Guideline Study Name MRtD N11mber Submitter Slalus Nole 
Product Chemistry Test Guidelines 

830.1550 Product Identity and Composition New Submission Virbac AH, Inc. OWN 
830.1600 Description of Materials Used New Submission Virbac AH, l11c. OWN 
830.1620 Description of Production Process New Submission Virbac AH, Inc. OWN 

830.1650 Description of Formulation Process New Submission Virbac AH, lnc. OWN 
830.1670 Dcscri tion ofFonnati011 of Im urities New Submission Virbac AH, Inc. OWN 
830.1700 5-Batch Anal sis New Submission Virbac AH, Inc. OWN 
830.1750 Cc1tified Limits New Submission Virbac AH, Inc. OWN 
830.1800 Analytical Method New Submission Virbac AH, Inc. OWN 
830.6302 Color New Submission Virbac AH, I11c. OWN 
830.6303 Physical State New Submission Virbac AH, Inc. OWN 
830.6304 Odor New Submission Vi1·bac AH, Inc. OWN 

830.6313 Metal Stability Virbac AH, Inc. NR 

830.6314 Oxidation/redttction New Submission Virbac AH, Inc. OWN 
830.6315 Flammabilit New Submissioll Virbac AH, I11c. OWN 
830.6316 Explodability Virbac AH, Inc. NR 

830.6317 Stora c stability To be conducted Virbac AH, lnc. OWN 
Sig1talm-e Name and Tille Date 

!!.IlL Craig Parks December 
Vice Presideut, Research & Developmcut ~C, :?.CII 

~ 
' 

I'DO r.o~N,fl.« 'AfotmS5" (9·97) l'locltt>; '"" """ ••oocV•~"•""' Avo;hh!o .. .., . ., Sub.,l•l only Pop01· >wsioo Ao"<'OOV ''""~"! J!<ef'M,• ~<ooy "I'}" 
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FoO"uo -'l>l>roml OMn i'l'o. 1070-00GO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 

s~~"!x 401 M Street, S.W. 
WASHINGTON D.C. 20460 

Paperwork Reduction Act Notice: The public repm1iug burden for this collection ofinfonnation is c~timnted to average 0.25 hmm; per response for registration activities aud 0.25 hours per response 
for reregistration a11d special review activities, including time for reading the insuuction and completing I he llcccsonry fonns. Sc11d comments regarding the burden colimnte or any other aspect oflhis 
collection ofinfonnation, including suggestions for reducing the burden to Director; OPJ'E lnfo1111ntion Management Division (2137) U.S. Environmental Pmtcclion Agency, 401 M Street, S.W., 
Washin •ton, DC 20460. Do not send the fonn to I his address. 

DATA MATRIX 
Dale December 20, 2011 EPA I~No./File :_.;ymbol 2382-TBA Page 2 of9 
Applicant's!Registrant's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFF!l'RO" PLUS TOPICAL SOLUTION FOR DOGS 
Fon Worth TX76161 
In rcdicnt; Fi ronil, I' ri rox fen 
Guideline Reference Number Guideline Smdy Name MRID Number Subn1iltcr StU IUS Note 

830.7100 Viscosity New Submission VirbitC AH, Inc. OWN 
830.6319 Miscibility Virbac AH, htc. NR 
830.6320 Corrosion characteristics To be couductcd Virbac Al-l. Inc. OWN 
830.6321 Dielectric breakdown voltage Virbac AH, Inc. NR 

830.7000 >H New Submission Virbac AH, Inc. OWN 
830.7300 Density, bulk density, or specific gravity New Submission Virbac AH, Inc. OWN 
830.7320 Particle Size distribution Virbac AH, Inc. NR 

40 CFR 158.340 Toxicology Data Requirements 

870.1100 Acute oral toxicit New Submission Virbac AH, Inc. OWN 
870.1200 Acute dermal toxicit New Submission Virbac AH, Inc. OWN 
870.1300 Acnlc inhalation toxicity Waiver requested Virbac AJI, Inc. 

870.2400 Primary eve irritation New Subtnission Virbac AH, Inc. OWN 
870.2500 Primary detmal irritation New Submission Virbac AH. Inc. OWN 
870.2600 Dermal sensitization New Submission Virbac AH, lnc. OWN 
Signature Name and Title Date 

L;JL Craig !'arks December 
Vice President, Rcs'-"lrch & Development 20, 2011 

' . 
~----
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·~--::,:;a, 

--~ .. ""-· . I '.,. for1 and special 1 

~ 
·'sm.cg 

I 
'""a" aU, Inc 
PO Box l 62059 
Fmt \Vn11h ~-v 7 "' 

's Nanlc, 

"ticacv and Safetv Data 

vovo•~vv 

870.7200 
870.7200 
870.7200 
S70.72( 

).7200 

I v,0,7200 
8!0.3300 

).3300 
).3300 

~ 
;11aturc 

/f.·~ 
~ 

fornc Approvocl OillB No. 2!170-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

:The! 
activitic 
suggcsti 
,j th.-- f" 

Dog safety 

Dog safety 

Doll safetv 

Dog safety 

Dog safety 

~"·~-.::.I_ 

Effica.£Y_ 

Effica.£Y. 

Effie~ 

WASHINGTON, D.C.'""" 
g burden for this collection of infon11ation is estilnutcd to average 0.25 hours 1 

ime for reading the i11struction and complctillg the nccessa1y fonns. Send cc 
the burden to Director: OPPE lnfonnation Management Division (2137) U.S. 

·---

DATAMA' 

I Pl"odllct:-

;c for 1 hours per response 
eslimatc or a11y oilier aopect of this 

Protection Agency, 401 M Street, S.W., 

EFFJPRO~ PLUS TOPICAL SOLUTION FOR DOGS 

43577711 
43863802 
43121!10 
4312111! 

l 436126• 
o.-vv'v-

44900903 
42!78309 
New subm.-

43121!14 
431211 !5 
4312: 
4312 
4312! 
4312111 
43!21120 

r·Merial 

Meria! 

Merial 

Meri 
Meri 
Merial 

, Tnc. 
, Tne. 
Che1J 

r, Inc. 

Name and Title 
Craig P;1rks 
Vice Presideut, Rcse<1rch & Development 

OLD 

OL 
I PAY 

OLD 
OL 
OWN 
OWN 
OLD 

I OWN 

TOLD 
TOLD 

-.-bate 
, Dc,.~a,ber 
\ 2(", 2J: 1 
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FoYm Apr'<l>'<d 0~111 Nn, 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papcn~o1·k Rcductiou Act Notice: The public reporting burden lOr this collection of information is estimated lo average 0.25 hours per response !Or registration activilics and 0.25 hours per response 
for rercgislmlion and special review activities, including lime for rending lhe inslmclion and comp!C!ing the necessary forms. Send comments regarding 1he burden cslimalc or any other aspect of this 
collection of infonnalion, ind11ding suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. EnvironnJCJlla! Pro1ccllon Agency, 40! M Strcc1, S.W., 
Wash in !on, DC 20460. Do not send lhe fonn to this address. 

DATAMATRlX 
Dale: December 20, 20!! EPA Rc . No./Filc Symbol 2382-TRA Pago 4 of9 

App!kant's/Rcgislranl's Name & Address Pro duel: 
Vi1bac AH, Inc 
PO Box 162059 EFF!PRO"' PLUS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76l(i! 
!11 redicnl: Fi roni!, Pyri rox ICn 
Gl!idc!inc Reference Number Guideline Stud Name MR!D Num.hcr Submitter S!atus Nole 
Efficacy and Safetv Data 

810.3300 Efftcac 43121121 Mcrinl OLD 
810.3300 Efficac 43121122 Merial OLD 
810.3300 Efficacy 43444901 Me rial OLD 
810.3300 Efficacy 43577701 Merial OLD 
810.3300 Efficacy 43577712 Mcrial OLD 
810.3300 Efficacy 43577713 Merial OLD 
810.3300 Efficacy 43951701 Merial OLD 
810.3300 Efftcacy 44088901 Merial OLD 
810.3300 Efficacy 46006002 Welhnark lntematio1ml PUBL 

810.3300 Effica~y 44900904 Virbac AH, Inc. OWN 
810.3300 Efticac 45020601 Virbac AH, Inc. OWN 
810.3300 Efficacy Pending; submitted wilh OWN 

Effipro Plus Cat 
Application 

810.3300 Efficacy New submission OWN 
Signal11re Name and Title Date 

~ ·d.L Cn:tig Parks December 

..-<--:7 Vice President, Research & Development 20, 20! l 

' 
' .. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
"' :;,;:;t::; 

··mb( 

------
11 and ~ 

"~""'('; "'1;1;"~'""'3 •v• '"u""'"6 " 
"'" .,..,.-~the form to this address. 

I 
r'f'l""•«H< "'""6""'"'''s Name & Address 
Virbac Al-l, lt1c 
PO Box 10205') 
FmtWmthTX71ilGl 

WA: 
.~" -;;,,=,""·=,,=,=,,~" 

g the i 

iY Name 

0.3300 

0.3300 
13300 

810.330C 
810.3300 

I s1o.33oo 
0.3300 
"'7.11' 

l\0.3300 
0.3300 

0.3300 

~ff'il 

~ffi( 

!ffi< 

~·"~""} 

EfficaCY 
Efficacy 
Efficacy 
Efficacy 

H 
810.3300 Efficac 
810.3300 Efficac 
Signature 

L;JL 

401 M Street, S.W. 
'ON, D.C. 20460 

... ·-····-··un is cslimatcd to average 0.25 hours per response for registration activities and 
111 and completing lhc necessary fonns. Send comments regarding the burdcu estimate or any other aspect of this 

!nfonnatiou Management Division (2137) U.S. Environmcntall'rotec:tion Agcucy, 401 M Street, S.W., 

n:-:A"'T'"'!I.'"'M=A-;;;T;;;RI;;:X:-;-

I MRID Number 

I 4s61sso1 

45620503 
45620"1' 

45620 
45620 

456281 
45628 
45628 
45628 

I Product: 

EH!PRO® PLUS TOPICAL SOLUTION FOR DOGS 

I Mer 

Mcrial 
Mcrial 
Mer 

Mcrial 
Mcrial 

Name and Title 
Craig Pmks 
Vice President, Research & Development 

fStatlls -·T Note 

IPAY 

AY 

Ffi ' 
' 

AY 
I PA 

I PAY 
PAY 
PAY 
PAY 

I Date 
December 
20, 2011 
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r>ona Al'l"'"''<d 0~111 No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~/ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Papcrworl• Rcductinn Act Notice: The public reporting burden for Ibis collection of iufonnalion is cstin1atcd 10 average 0.25 hours per rcspuuse for rcgistn1lion aclivilies aud 0.25 hours per response 
for reregistration aud special review activities, including time for rcadiug I he instmction and completing the ll~><:cssary fonns. Send comments regarding I lie burdc11 estimate or any other aspect of this 
collection ofiuformation, iucluding suggestions for reducing the burden to Director: OPPE 1nformul ion Management Division (2137) U.S. Environmental Protection Agcucy, 401 M Street, S.W., 
Washingto11, DC 20460. Do 1101 send the fo1m to this addrc~s. 

DATA MATRIX 
Date: December 20, 20 II EPA Rc . No./Filc S n1bol 2382-TBA Pagc6of9 
Applicant's!Rcgislrant's Nmne & Address Product: 
Virbac All, luc 
PO Box 162059 EFF1PRO"' PLUS TOPICAL SOLUT10N FOR DOGS 
Ft•rt Worth TX 76161 ,, edicnl: Fi ronil, P ri rox fen 
Guideliue Guide1iue S!lldy Name MR1DNlllnbcr SJ1b1uillcr Slams Note 
Rc1Creuce N11mbcr 

Cllild Resistant Packagiuu 
40 CFR !57 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, I 48095221 Virbac AH, Inc. OWN 

applicator t11be test for Cl1ild-Resisla11t Effectiveness 
40 CFR !57 Evahmtion of tile 3 ml Applicalor Tube with 1.34 ml water, 6 48095222 Virbac AH, Inc. OWN 

applicators tube lest for Child-Resistant Effectiveness 

40 CPR 157 Evaluatiou oftlte 3 ml Applicator Tube witl1 I .34 ml water, 36 48095223 Virbac AH, Inc. OWN 
applicalors tube test for Child-Rcsistaut Effcelivcuess 

40 CPR 157 Evalualion of lite 3 ml Appliealor Tube wilh 1.34 1111 waler, I 48095224 Virbac AH, Inc. OWN 
applicalor tube lest for Scuior-Use Effccliveuess 

40 CFR 157 Evaluation of lite 3 ull Applicator Tube with 1.34 ml water, 6 48095225 Virbac AH, luc. OWN 
applicators lube test for Senior-Usc Effectivcuess 

40 CPR 157 Ev<~luation of the 3 ml Applicator Tube wilit 1.34 ml water, 36 48095226 Virbac AH, inc. OWN 
~_ppl icators tube lest for Senior-Use Effectiveness 

40 CFR !57 E\•aiuation of the 3 ml Applicator Tube with 2.68tnl water, I 48095227 Virbac AH, inc. OWN 
applicator tube ICSI for Child-Resistant Effectiveness 

Sigualure Nauw and Titk Date 

~4[L 
Craig Parks December 
Vice President, Rcsc;lreh & Development 20, 2011 

EPA fOiiDif.II0-3519·97} fJoClJ'OOI< and l'apcr VersJOns ,\,·ailabl<_ SuboJO only P•por vm""'· ,,~ency llllOJ'oJ"I ll<oC"no"' l'l' 
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"""" At•prund 0,\tU i"o.2071J..0000 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,~. 
~-·~·"" 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
l'aperwor!( Reduction Act Nolie~: The public r~porting burd~n for I his collcclion ofinfonnalion is estimated to avcrag~ 0.25 hours per response for r~gislralion activities and 0.25 hours per response 
for rcrcgi~tmlion and special review aclivilics, including lime for reading lhc insltuction and completing lite necessat)' fonns. Send comments regarding I he burden cslimalc or any other nspccl oflhis 
coll~clion ofinformation, including suggestions for reducing I he burden 10 Director: OPPE lnfonnation Management Division (2137) U.S. Environmental Prolcclion Agency, 401 M Street, S.W., 
Washin Jon, DC 20460. Do nol send I he fotm 101his address. 

DATAMATRlX 
Date: December I G, 2011 EPARe. No./FileS otbol 2382-TBA Pagc7of9 
Applicant's!Rcgistranl's Name & Address Frodn~l: 

! 

Virbac AH, Inc 
PO Box 162059 EFFIPRO'" PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wot1h TX 76161 
l_ttgrcdicnl: Fi uonil, P ~il!.ro~yfen 
Guideline Guideline Study Name MR!DNumber Submitter Slalus Note 
Reference Number 

40 CFR 157 Evalnat'ton ofthe 3 ml Applicator Tube with 2.68 ml water, 6 48095228 Virbac AH, Inc. OWN 
applicators tube lest for Child-Resistant Effectiveness 

40 CFR 157 Evaluation of the 3 ml ApplicalorTube with 2.68 ml water, 36 48095229 Virbac AH, Inc. OWN 
~icntors tttbc test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 3 ml Applicator Tube witlt 2.68 ml water, l 48095230 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40CFR !57 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 6 48095231 Virbac AH, Inc. OWN 
applicators tube test for Senior-Use Effectiveness 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 36 48095232 Virbnc AH, Inc. OWN 
applicalors tube tcsl for Senior-Usc Effectiveness 

40 CFR 157 Evahmtion oft he 6 ml Applicator Tube with 4.02 ntl water, I 48095233 Virbac AH, Inc. OWN 
applicator t11bc test for Child-Resistant Effectiveness 

40 CFR 157 Evaluation of the 6 ml Applicator Tube with 4.02 ml water, 6 48095234 Virbac AH, Inc. OWN 
applicators tube test for Child-Resistant Effectiveness 

40 CPR !57 Evaluation of the 6 ml ApplicatorTnbe with 4.02 ml wa1cr, 36 48095235 Virbac AH, Inc. OWN 
applicators tube test for Child-Resistant Effectiveness 

Signature Name and Tille Dale 

~JL 
Craig Parks December 
Vice !'resident, Research & Development 20, 2011 

Fl'A ;·""" R,;~.10 1Q,Q7\ ~l,•rhon"' ,,nO !'one>' V<>~U'ln< Av.,hhle S"j,rnil nnlv Pn~>e•' ''"""'" ,,, ly Pal"' "'"""'·lu<orn.,JII•e Co,v .go"<Y 'l'Y 
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Flmn ,\ppron~ O~tO No. 207{).0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
n 

~\:':2~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

P<~Jlcrwork Reduction Act Notice: The public reporting bmdcn for this collection ofinfmmatiou is estimated to average 0.25 hours per response tOr registration activities and 0.25 hours per respmtsc 
for reregistration and special review activities, including time for reading the i1tstmction an1l completing the necessary fomts. Send cmmncltts regardi1tg the burden estimate or any otltcr aspect oflhis 
collection ofiltformation, inch1ding suggestions for reducing the burden to Director: OPPE lnfomtatiolt Managcatenl Division (2137) U.S. Enviromncntal Protection Agcucy, 401 M Street, S.W., 
Washinoton. DC 20460. Do uot scud the fonn to this address. 

DATA MATRIX 
Date: D<...-ccmber 20. 2011 EPA Reg. No./Filc Sy_mbol 2382-TBA l'uge 8 of9 

Applicant's!Rcgistrant's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFFlPRo·~ PLUS TOPICAL SOLUTION FOR DOOS 
Fo1t Worth TX 76161 
Ingredient: ~ipronil, ~roxyfcn 
Guideline Guideline Sl\uly Nmnc MRlD Number Submitter StaiUO Note 
Reference Nuntb~r 
40 CFR 157 Evaluation of the lml applicator tube with 0.67 ml water, I 48410001 Virbac AH, Inc. OWN 

applicator tube test for Child-Resistant Effectiveness 
40 CFR !57 Evaluation of the iml applicator tube with 0.67ml water, I 48410002 Virbac AH, Inc. OWN 

_?f!plicator tubo test for Senior-Use Effect ivcness 
40 CFR 157 Evaluation of the lml applicator tube with 0.67 ml water, 6 48410003 Virbac AH, Inc. OWN 

applicator tube test for Child-Resistant Effectiveness 
40 CFR 157 Evaluation of the lml applicator tube with 0.67 ml water, 6 48410004 Virbac AH, inc. OWN 

applicator tube test for Senior-Usc Effectiveness 

40 CFR 157 Evaluation oftltc lml applicator tube with 0.67 ml water, 36 48410005 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant EffCctiveucss 

40 CFR 157 Evaluation of lite iml applicator lube with 0.67 ml water, 36 484!0006 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR !57 Evaluation of the lml applicator tube with 0.67 ml water, 3 48410007 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40CFR !57 Evaluation of the lml applicator tube with 0.67 ml water, 3 48410008 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR 157 Evaluation of the 3m! applicator tube with I .34 ml water, 3 48410009 Virbac AH, Inc. OWN 
applicator tnbc test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 3m! applicator tube with 1.34 ml water, 3 48410010 Virbac AH, Inc. OWN 
applicator tube test for Senior-Usc Effectiveness 

40 CFR !57 Evaluation of the 3m! applicator tube with 2.68 ml water, 3 48410011 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

Signat11re Nmue und Title Date 

!L;JL Craig Parks December 
Vice Presidcm, Reseurch & Dewlo1tmcn1 20,2011 

-··· 
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Form Ai>pn>YO<I O~ln No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

" ?::""'~; 
~.M 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public repm1ing burdett for I his collection ofinfomtalion is estimated to avemgc 0.25 hours per response for rcgislmlion aclivitics and 0.25 hams per response 
for rcrcgislmtion and special review activilies, including lime lOr reading the instruction and completing the necessary fmms. Scud commculs regm·ding the burden cslimalc or any o1her aspcel of this 
collcclion of informal ion, inch1ding suggeslions lOr reducing the burden to Dircc1or: OPPE lnfomtation Managcntcnl Division {2137) U.S. Environmenla] Prolection Agency, 401 M SII"CCI, S.\V., 
Washington, DC 20460. Do not send the fonn Ia this address. 

DATA MATRIX 
Date December 20, 2011 EPA Reg. No./Filc S mbol 2382,TBA l'a~;~ 9 of9 

Applicant's/Rcgistrant's Name & Address Product: 
Virbac All, Inc 
PO Box 162059 EfflPRO" PLUS TOPICAL SOLUTION fOR DOGS 
Fmt Worth TX 76161 
ln redicnl: Fi ronil, P ri roxyfcu 
Guideline Guideline Sludy Name MRlDNumbcr Subntitlcr Status Note 
Reference Number 
40CFR 157 Evaluation of the 3m! applicator lube witl1 2.68 ml water, 3 48410012 Virbac AH, Inc. OWN 

applicator tube test for Senior"Use Effectiveness 

40 CFR !57 Evaluation of the lml applicator tube with 4.02 ml water, 3 48410013 Virbac AH, I11c. OWN 
applicator tube test for Child" Resistant Effcc(IVeltcss 

40 CFR 157 Evaluation of the lml applicator tube with 4.02 ml water, 3 48410014 Virbac AH, Inc. OWN 
applicator tube test tOr Senior"Use Effectiveness 

40CFR 157 Evaluation of the 3m! applicator tube with 2.68 ml water, I 48410015 Virb~c AH, Inc. OWN 
applicator htbe test for Se1tior"Use Etl'ectivencss 

40 CFR !57 Evalnation of the 3m! applicator tube with 2.68 ml water, 36 48410016 Virbac AH, lnc. OWN 
applicator tube test for Seuior"Use Effectiveness 

40 CFR 157 Evaluation of the 6ml applicator tube with 4.02 ml water, 6 48410017 Virbac AH, Inc. OWN 
applicator tnbe test for Senior"Use Etiectiveness 

Signature Name aud Tille Date 

~u 
Craig Parks December 
Vice Prcsidenl, Rcsearcli & Dcvclopmcul 20, 2011 
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Fl'"" Apr»w<d 0/rlll No. l07fr·OfrG0 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Not;cu: The public reporting bmdcn for this collection ofi11fomJalion is cstimaled lo <WCJogc 0.25 hours per response for rcgislmtion aclivities and 0.25 hours per response 
for reregislralion ~nd special review activities, incl11ding limo for reading I lie instmctio11 aud completing the necessary fom1s. Se11d commenls regarding the burden cslimatc or unyolhcr as)XlCl of this 
collection ofinfonnation, including Sllggestions for reducing tl1c burden to Director: OPPE lnfonnation Mauagcment Division (2137) U.S. Environmcnlal Prolcctiou Agency, 401 M Street, S.W., 
Washi11giOI\, DC 20460. Do not send I he form to this address. 

DATA MATRIX 
Dale: Au IS\ 23,2011 EPA Reg No./File S mbol87825-R Page I of6 
Applicant's/Regislranl 's Name & Address Prod11cl: Fipro11il Technical 
Virbac SA 
!ere avenue 2065 M- LID 
F-06516 Cmms, France 
Ingredient: Fipronil 
G11idclinc Reference Number Guideline Stud Name MR!D Number S1obmittcr SJaJ1.1S Nole 

Product Chemist1·y Te.~t Guidelines 

830.1550 Product ldenti and Com osition 48095240,48449201 Yirbac. OWN 
830.1600 Descri lion of Materials Used 48095240 Yirbac OWN 
830.1620 Dcscri tion of Production Process 48095239 Yirbac OWN 
830.1650 Description ofFonnulation Process 48095239 Yirbac OWN 
830.1670 Description of Formation oflmpurities 48095240,48449201 Yirbac OWN 
830.1700 Preliminary Analysis 48095241 Yirbac OWN 
830.1750 Certified Limits 48095240,48449201 Yirbac OWN 
830.1800 Anal rtical Method 48095242 Virbac OWN 
830.1900 Submittal of sam Jcs Virbac N/A 
830.6302 Color 48095240,48095243 Virbac OWN 
830.6303 Ph sica! State 48095240,48095243 Virbac OWN 
830.6304 Odor 48095243 Virbac OWN 
830.6313 Accelerated Storage Stabi lity-Melal Ions 48095243 Virb11c OWN 
830.6314 Ox idation/rcduction 48095239 Virbac OWN 
830.6315 Flammability 48095239 Virbac OWN 
830.6316 Explodability 48095239 Virbac NR 
830.6317 1 Yr. Storage Stability Virbac 

• •• 

OWN See note 

I P"£' 2 
Signalure Name and Title Dale 

_'lj\ '~<--
Jean-Pascal Marc August 23, ... Corporate Product Innovation Director 2011 . (/ (.· 

r.n .\ r-""" "'"W."i' to.q n r..l"·""""- '"'' "·'"" y,,.,;on, A~.,ihhlo Snhm" "'"" "'"""''";"" >l.oc""' ~~~~ .. ;;;;]" ij.; Con'' 
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llorm ,\pp>w<d 0~111 No. 2070-00GO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pattcrworl\ Rcductioo Act Nuticc: The public ;cporling burden for this collection ofinformatiou is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for 7ercgistration a11d special review activities, including time for reading the instruction and completing the necessary tbmts. Send com1ncnl> regardiug the burden estimate or a11y other aspect oflilis 
collection ofinfonnation, including Sllggcstions for reducing the burden to Director: OPPE lnfonnation Mana gemelli Division (2 137) U.S. Enviromncntal Protection Agency, 401 M Street, S.W., 
Wash in 1011, DC 20460. Do not send the form to this address. 

DATA MATRIX 
D111e Au liS! 23, 20 l t EPA Rc No./File S mbol 87825-R Page 2 ofO 

Applicant's/Registrant 's Nallle & Address Pruduct: Fipronil Tecl1nic~l 
Virbac SA 
tcrc avenne 20GS M- LID 
F-OGS l 6 Cnrros. Fmnec 
111 redicnt: Fi ronil 
Guideline Reference Number Guideline Study Name MRtD Number Sub111iller Sial US Note 

830.6318 Viscosi!)_r_ Virbac N/A 
830.6319 Miscibili Virb~1c N/A Solid 
830.6320 Corrosion chamcteristics Virbac OWN Sec note 

P'go2 
830.6321 Dielectric breakdown voltage Virbac N/A Waived 
830.7000 pH 48095247 Vi1bac OWN 
830.7200 Melting Point 48095249 Vi1bac OWN 
830.7300 Density bulk densityor specific g!avity 48095250 Virbac OWN 
830.7320 Particle Size Virbac NIA 
830.7050 UVNisible S cctrum 48095248 Virbac OWN 
830.7370 Dissociation constant 48095251 Virbac OWN 
830.7520;830. 7550; 830.7560 Octanol/water partition coefficient 48095244 Virbac OWN 
830.7570 
830.7840;830. 7860 Solubilit 48095245 Virbac OWN 
830.7950 Vapor pressure 48095246 Virbac OWN 
Signature Nn111C und "t'itlc Date 

_·,-~,. '--- Jean" Pascal Marc August 23, 

c: Corporate Prod-Jet l:movati..Jn :::i.c..:tor 20tl 
'-;,;;; -''""''"'" "'""'~"! ll<e f'mw EI;-A Fi>ITi).if5-70·l5 (9-97) Elocif·o·n.c·a,;d-1''~"" V<,;ioos A,i-,i:ible. Slthtl>tl onl;i.hper >crsiott. g<t>rj" '"' •PY 

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion characteristics data me not required to be submitted 11nless specifically requested by the Agency. Virbac 
has initiated these studies and will submit the final reports if required when the studies arc completed. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

l'apcrwork Reduction Act Notice: The public 
for rcrcgislralion and special review : .. :.:.,o 

co!!cctioo ofinfmmation, including ,.u55,.o.,um 
11. DC 20460. Do nol send the form 

I ~~~r,s~r,· 

40 CFR 1 
870.! !00 

s; 
870.2400 

~ 
0.26( 

70.6100 
I x7o.6!oo 

I, 20i 
'sName. 

:~u-uo 

Data 

I Acute• 

WASHTN<"'TON, D.C.' 
Ill is (><!;mol»~ In ""P~o.-

inslruclion and comp!eling I he ncwo~"'Y u 
lllc bnrdcn to Director: OPPB lnform~tion Management D 

11 toxicity 

tl toxicity 
11 toxicity 

DATA MATRIX 

pz91 
43279706 

429!8629 
43235402 
42918631 
42918632 
42918630 
429!8634 

01 

870.3100 
870.3150 
870.3200 

( 90-daY oral ·--•vv•~ 

Q'7f\ 'l'l<:f\ 

0---

to Rats by Acute Oral 

I 42918642 
429!8644 
DATA GAP 

t 43291703 
44431801 

Scud comme1~s regarding the burden esl imatc or uuy omcr aspect ot l!ll& 
U.S. Euvironmenlal Protcclion Agency, 401 M Street, S.W., 

cg No .. 
Product: Fipl 

I HASP I OLD 

]B, OLD 
]B, OLD 

Ol 

~~~i~ [gt~ I I 
I BASI 

BASF 
OLD 
PAY 

I *Sec below 

~and Tille 
Jean-Pascal Marc 

-- -- I I I 
Dulc 

Corporate Product Innovation Director 

A~oncy "'·' 

Augusl 23, 
2011 
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Form AllJlro,·ed 0~111 No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Nnticc: The public repmting burden for this collection ofinfarmation is estimated to average 0.25 hours per n:sponsc for registration activities a11d 0.25 l1ours per response 
for reregistration and special review activilies, including time for rcadi11g the instruction and completing lltc necessary forms. Send comments regarding tltc burden cslimate or any other as]lcct of this 
collection ol"infonnalion, including suggestious for reducing the bnrdcn lo Director: OPPE luformalion Management Division (2137) U.S. Enviromnental Protection Agency, 40 I M Street, S.W., 
Washington, DC 20460. Do not send the form to this addrc,.;s. 

DATA MATRIX 
Date Au >ust 23,2011 EPA Reg No./File S mbol 87825-R Pugc4of!i 
Applicant's!Rcgistrant's Nal\le & Address Product: Fipronil Tcclmical 
Virbuc SA 
Jere avenue 2065 M -LID 
F-065!6 Carros, France 
Ingredient: Fi ronil 
Guideline Reference Number Guideline Study Nam~ MRID N11mbcr Submitter Statlls Nolc 
40 CFR 158340 Toxicol~ Data RCUuircmcltts (Continued) 
84-2 Stmctural chromosomal aberration 42918680 BASF OLD 
84-2 Stn1ctnral chromosomal abc1Tation 42918653 BASF OLD 
84-2 Other gcnotoxic effects 42918651 ;42918653 BASF OLD 

43501703 
85-l/870.7485 General metabolism 42918655 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF PAY 
85-1/870.7485 General metabolism 43737308 BASF OLD 
85-1/870.7485 General metabolism 42918654 BASF OLD 
85-1/870.7485 General metabolism 42977904 BASF OLD 
85-!1870.7485 General metabolism 43253701 BASF OLD 
85-2/870.7600 DcnnaTDenctratiOit 43737308 BASF PAY 
85-7/870.7600 lmmunotoxicity DATA GAP GAP -•sec below 

40 CFR 158.490 Wildlife and Aouatic ofQanisms Data Rcouirements OLD 
71-1/850.2100 Avian oral LD 50- mallard or bobwhite 42918617 BASF OLD 

42918616 --72-1/850.1075 Freshwater fish LC 50- rainbow or 42918624;42918673; BASF OLD 
bluegill 42918674;42977902 OLD 

43279703;43291718 OLD 
Signature Name__,,,..; Ti.J... DJ\c 

_iYjv_ ____ Jcan-P::.scal r.tarc Augusl 23, 

o";J C01por:::l~ PrcC:ucllr.ilolat:on Dircc.<ot 20ll 

EPA Fm n> ~570-3} [9·97) .. E.tcct>om'c Mtd r.,por VCrs1ons IW•ilohiO.' .. S.Ub.mit only l'opoo vmion Ag<"<J" lltlrrn•l Uso Cop}' 
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11om> App.,ro<l OMU t<io. 2070-0060 ' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:EZ/ 401 M Street, S.W. 

i 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Noti~c: The public rcpm1ing burden tbr this collection ofinfom1ation is esti1natcd to average 0.25 ho11rs per response for registration aclivitics and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instmcliou and cmnpleting the nccessal)' forms. Send cmmllollls regarding the burden estimate or any o1her aspect of this 
collection ofinfommtiou, including suggestions for reducing the burden to Director: OPPE I!lfonnalion Managl\lllCnt Division (2137) U.S. Enviromnenlal Protection Agency, 401 M Street, S.W., 
Washiu >lon. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: A~sl 23 2011 EPA Rc . No./Filc S mboi87825-R Page 5 of6 
Virbac SA Product: Fipronil T~>chnical 
!ere avenue 2065 M - LID 
F-06516 Carros, France 
In redicnl: Fi ronil 
Guideline Reference Number Guideline Stud Name MRID Number Submillcr Status Note 
83~1/870.4100 Chronic ft~edin rodent 42918648 BASF OLD 
83-1/870.4100 Chronic feeding- nonrodcut 42918645 BASF OLD 

83-1/870.4100 Chronic fccdi~ nonrodent 43402802 BASF PAY 
83-2/870.4200 Oncoi!Cuicitv · mouse 42918649 BASF OLD 
83-2/870.4200 Onco!!enicity mouse 43501702 BASF PAY 
83-2/870.4200 Onco enici mt 42918648 BASF OLD 
83-3/870.3700 Tcrato cnicit rabbit 42918646 BASF OLD 
83-3/870.3700 Tera~nicity mt 42977903 BASF OLD 
83-3/870.3700 Terat;;cnic~ rat 44275001 BASF PAY 
83-6/870.6300 Devei(i;:;-mental neurotoxie-ft7 44039002 BASF PAY 
83--4/870.3800 Re Jroduetion 42918647 BASF OLD 
84-2/870.5100 Gene mutation 42918652 BASF OLD 
84-2/870.5100 Gene mutation 42918679 BASF OLD 
84-2/870.5100 Gene mutation 43291716 BASF OLD 
84-2/870.5100 Gene mutation 43291717 BASF OLD 
84-2/870.5100 Gene m\ltation 43291721 BASF OLD 
84-2/870.5100 Gcue mutation 43291722 BASF OLD 
84-2/870.5100 Gene mutatiou 43401102 BASF OLD 
Signahm: Name and Tilk Dale 

Jcau-Pasca1 Marc Angus! 23, 
.",\ '·- ~·--

Corporate Product Innovation Director 2011 _()1_ 

EJiA rorm a070-35 (9-97) 1\lce<ronic '"" Po pOl' Ver•ion> A1•0JI,,blc. SubrnJ< only P.lpor v<'"''"''- cl~Cllcy lnlomol Usc Col'Y 

122



Fo>m A!'P''Ol·cd O~lB No. 20iU-OO!iU 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,~. ,.,;,";.. 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Papcnvork Reduction Act Notice: The )lllblic reporting burden for this collection ofinf01ma1ion is estimated to average 0.25 hours per response lOr rcgistmlion activilics and 0.25 hmu-s per response 
for rcregi~tratiou and special review activities, including time for reading the instruction and completing the necessary fonus. Send comnJcnls regarding the burden e~timate or any other aspect ol"lhis 
collection of inl"om!ation, including suggestions for re~ucing the burden to Director: OPPE lufom1ation Management Division (2137) U.S. Environnwntall'rotcction Agency, 401 M Street, S.W., 
Washiugtou, DC 20460. Do not send the fom1 to !his address. 

DATA MATRIX 
Date·.Au 1St23,2011 EPA Rc . NoJFilc S mbol87825 R Pa~e(,ofG 

' 
Applicanl's/Rcgistram'~ Name & Address Product: Fipronil Technical 
Virbac SA 
I ere avenue 2065 M- L!D 
F-06516 Carros, france 
ln~rcdient: Fi ronil 
Guideline Rcfcieuce Number G11ideline Study Name MRIDNumbcr Submitter Stat11s Note 
72-2/850.10 I 0 Acute LC 50 frc:~Jwater invertebrates 

fDanlmia maeua 
42918625 BASF OLD 

Acute LC 50 fre:~twater invertebrates 42918669 BASF OLD 
(Da ?hnia mauna 

, ~cute LC 50 fr~;~nvatcr invertebrates 4291867! BASF OLD 
Danlmia mmwa 

Acute LC 50 freshwater invertebrates 43291719 BASF OLD 
(Dm;/mia map-na) 

835.2110 J.h,dro~is 42977905 BASF OLD 
40 CFR 158.390 Reentry 
Protection Data Rcnuircmcnts 
133-3 Dennal ex osurc - Fi roni! 44433302 Merial PAY 
133-4 Inhalation c-;;-osU!·c- ~onil 44433302 Mcrial PAY 
132-1 Dislo'&'eablc residue dis;;;-atiou- fuonil 44531203 Merial PAY 
NIA Dermal aud inhalation exposure of 

commercial net groomcr~''rSn~;~ - Finroni! 
44433303 Merial PAY 

NIA Analytical metltod for exposure studies-
Fi;rouil 

44433308 Merial PAY 

Signat11rc Nmuc a11d Title Augmt 23, 
Jean-Pascal Marc 2011 

_·,; 1: ..... _ 

Curporate Product luuovatiun Director U--' 
I'OA Fn,mR"n-lSf0.97l Fh""""--'"J Po on Vo.'""'" Avmbhle -~"1'""' nnlvl'a""''""'""" Ljll"; lyl'>p• Aeo•,ov lniOmalll.<o COO>' 

·~"'"Y "' 
* Pursunnt to 40 CFR 152.96 (c), Virbac h~rcby certifies tim! Virbac has no basis to believe that rllis ru11uirumcnt is not a d11ta gap and, further, !Iilli Virbac bas sent by certi11cd mail to all compauics 
on the currcut EPA D~ta Submitters List fo1· liprm1il a letter requesting that t11c compauy identify 1 within 60 d~ys of l"Cccipt, ~ny valid study that would fulfill this d~tu requirement. Once Ill is 60-day 
pcl'iod expires, Vi1·bac will Ullll~te tl1c Agency as to tile information, if any, Virbac receives in rcspousc to this "data gap" tcttcl', 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
'~" ,),'\:".'-

ion r\cl Notice:.,. 
and special review«~ ...... ~,,"'~'"' 

uuurmation, including suggestions for I 
nr 20460. Do not :;end the form 1 

's Name & Address 

:n for this, 
Or n 
-~h. 

I 
Virbac SA 
!ere avenue 2065 M- LID 
F-065!6 Carros.France 

ti 

0.6316 

Product 

rclimi 
ertif'i! 

11 Method 
tl of samnlcs 

j1 Yr. Storage 

_";i,l '·-·-
,(J 1--

~ 

; Used 

UTA 

401 M Street, S.W. 
, D.C. 20460 

infonnation is estimated to avcmgc 0.25 hours per respouse for regiStration activities and 0.25 hours per response 
·nand eompletiug tl!e necessary fonns. Send eomnJctl!S regarding the burden estimate or auy other aspect of !his 

luformation Management Division (2!37) U.S. l~nvironmental Prolecliou Agency, 40! M Street, S.W., 

\MATRIX 
---~ 

'·" ue S mbol 8 
Product: Fipronil Technical 

Virbac. OWN 
- ... Nh''-"TU Virbac OWN 

\48095239 Virbac OWN 
48095239 Virbac OWN 

201 Virbac 0\VN 
Virbnc OWN 

j_ 48095240.48449201 Virbac OWN 

•~v~~- >V> 

48095240, 
48095243 
48095243 
48095239 

Virbac UWN 

Virbac N/A 
Virbac OWN 
v'irbac OWN 

Virbac 
Virbac 

Jean-Pascal Marc 

~
0\ 

Corporate Productlnnovation Dircc!or 
- --·.~.~.;.:- - -

~-- ··-· I nagc 2 
I Dale 

August 23, 
20!! 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. ?Odr.n 

'c reponing burdeu for I his collection of inlbnnation is eslimalcd lo average 0.25 I 
'··-'-- ~'-- ''·-- for reading the instruction and completing the necessary lbnns. •· 

~r respousc r 
-------- .. ···--

Form, 

· os and 0.25 hours per response 
-··any other aspect oflhis 

.. , ... ~.~~"'" ~u65-"''V"" •v• ·~uu- ... 6 the burd<.-'!1 to Director: OPPE Information Management Divisiou (2137) 
Do nol send the form lo I his address. 

Protection Agency, 401 M Street, S.W., 

Dale Au u 
App licanl ·~ "' ~"'"'""-' '·­
Virbac SA 
I ere avenue 2065 M -LID 
1'-06516 Carros, France 

830.1 
830.6319 
830.632( 

:e Number 

~-------·---· __ u;o.Jv .. 
830.7570 
830. 7840;830.7860 
""" "'"~" 

Die .. 

.,.,. 
-::.~·'·,· .. ~·-

Name 

DATAMATHIX 

48095247 
48095249 
48095250 

'"' " •~cg '"'·'File 
\ Product: Fipronil" 

Virbac 
Virllac 

Virbac 
Virbac 
Virbac 
Virbac 

/irbac 
/irbac 

;and Tille 
Jcau-Pascal Marc 
Corpm·ace Prod-xt l:movaliJn :::.i,c.:Cor 

I SWIUS j NO!C 

N/A 
~ Solid 

OWN Sec note 
naa.c2 
Waived 

WN 
VN 
VN 

! N/A 
!owN 

I OWN 

so Co!'Y 

I Date 
Augllsl 23, 
201 ( 

Note: 830.6317 aud 830.6320: Per Agency policy, scorage scabilily aud corrosion characccriscics daca ;trc uot required to be submicted unless specifically rcquesced by Chc Ageucy. Virbac 
has initiaccd Chcsc studies and will submit Chc fiual reports if required when che studies are compleled. 

128



form Ap[ll"o•·od OM II Nn.2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pape!'work Reduction Act Notice: Tile public reponing burden for this collection of informal ion is co1illlaled to average 0.25 hours per response for regislration aclivilies and 0.25 homs per response 
for rercgistralion and special review aclivities, including time for 1-c.1diog the instrucliou and completing the necessary forms. Send comments regarding the burden estimate or any olhcr aspecl of this 
collection of information, including suggestions for reducing I he burden to Director: OPPE lnfonnatioo Management Division (2137) U.S. Environmculal Prolcction Agency, 401 M Slrect, S.W., 
Wn.shinglon, DC 20460. Do I lOt send I he fonn to this address. 

DATA MATRIX i 
' Date: Au ust 23, 2011 EPA Re No./File S •mboi87825-R PJf'.C 3 of6 I 

Applicant's!Rcgimaol's Name & Address Product: Fipmnil Technical 
Virbac SA 
Jere avenue 2065 M -LID 
F-06516 Carros, Fmncc 
In redicnt: Fi ronil 
Guideline Reference Number Guideline Sh1dy Nmne MRIDN11mbcr Submillcr Sialm N<nc 

40 CFR 158.340 Toxicolo y Data Re uireme11ts 
870.1100 Acute oral toxicity 42918628;43235401 BASF OLD 

43279706 

870.1200 Acute dermal toxicity_ 42918629 BASF OLD 
870.1200 Acute dermal toxicit 43235402 BASF OLD 
870.\300 Acute inhalation toxic-It 42918631 BASF OLD 
870.2400 Primar e e itTitation 42918632 BASF OLD 
870.2500 Primar dcnnal irritation 42918630 BASF OLD 
870.2600 Dermal sensitization 42918634 BASF OLD 
870.6100 Acute delayed neurotoxicity 42918635 BASF OLD 
S70.6100 Acute delayed neurotoxicity 43559501 BASF OLD 
870.3100 90-day oral toxicity- rodent 42918643 BASF OLD 
870.3150 90-da oral toxicit - nonrodcnt 42918642 BASF OLD 
870.3200 21-da dermal toxicit 42918644 BASF OLD 
870.3250 90-day dermal toxicit r DATA GAP BASF GAP *See below 

870.6100 90-day neurotoxicity- mammal 43291703 BASF OLD 
81-8 Neurotox'1city to Rats by Acute Oral 44431801 BASF PAY 

Administration ·-------
---

Signl>lme Nmne and Tille Dale 
' Jean-Pascal Marc Augusl 23, 
")"~-- ~-

Corporate Product Innovation Director 2011 (/ .. -· 
E!' ,1 Form 8:\7ti.:'H (9·9') EkCOl1>oio ;m:n•op« VcwwSAVO<Llbio. Submil o·o·ly}-apcr v""'"''· --

.1 """"" "'·""'"' 1 l..o rn"v gcncy ,,, 
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Fom> At>P•u'cd 0~1)1 Nu. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

PapCI"lfOrk Reduction Act Notice; The public rcpot1ing burden fur this collection of infum1alion is estilllaled to avcntge 0.25 !i~mrs per response for regislt-alion aclivities and 0.25 hours per 1-c5ponsc 
for rercgislml ion and special review activities, including lime for reading I he ins\ruclion and completing the necessary fonns. Send commcnls regarding the burden cstimmc or any olhcr as11ecl of this 
collection ofinfonnntion, including suggestions for reducing I he burden 1o Dircclor: OPPE Information Management Division (2 137) U.S. Environmcnla! Prolectiou Agency, 401 M Slrcet, S.W., 
Washinglon, DC 20460. Do not send the fonn 10 this address. 

DATA MATRIX 
Date Au liSt 23, 2011 El'A Reg No./Filc S ntbol 87825-R Pagc4ofG 

Applicanl"s/Rcgistmn!'s Nantc & Address Product: Fipronil Technical 
Virbac SA 
1 ere avenue 2065 M - L!O 
F-065 16 Carros, France 
In rcdicnt: Fi ronil 
Gniddinc Reference Number Gnideline Siudy Name MRID NHillbcr Submillcr Slalll& Note 
40 CFR 158.340 Toxicolo 'Y Data R-CflU.ircrnCIIts (Continued) 
84-2 Structural chromosomal aberration 42918680 BASF OLD 
84-2 Structural cltromosomal aberration 42918653 BASF OLD 
84-2 Other gcnotoxie effects 42918651 ;42918653 BASF OLD 

43501703 
85-1/870.7485 General mctabolislll 429!8655 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF PAY 
85-1/870.7485 General metabolism 43737308 BASF OLD 
85-1/870.7485 General metabolism 42918654 BASF OLD 
85-1/870.7485 General metabolism 42977904 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF OLD 
85-2/870.7600 Denna~netration 43737308 BASF PAY 
85-7/870.7600 lmmunotoxicity DATA GAP GAJ' *Sec below 

40 CFR 158.490 Wildlife and ~natic Or •an isms Data Reo.uircments OLD 
71-\1850.21 00 Avian oral LD 50- mallard orbobwltitc 42918617 BASF OLD 

42918616 ---72-1/850.1075 Freshwater ftsh LC 50- rainbow or 42918624;42918673; BASF OLD 
blnegill 42918674;42977902 OLD 

43279703 ;43291718 OLD 
Signal ore Name ,J,~ Ti.Jt, Dille 

i\',..,, ·-· Jean-P.:scal ~.larc Augusl 23. 

,;:)"~.-- Corpor::t~ Prc.O::uct lr.ilO'/<tt;on Diret.<Ol 2011 
~ A"c""'" l,lcn»l U"" co,,· EPA"Fmm "il.l70-3519-9.i}Ej0Cuooi< and PopCf .. Vc"io"s Av[l;l;·iiic Sub.,tiL unti'i'opor wrsion. gc,cy 1, Cow· 
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:The1 

'"' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C.'"."" 

... ., hours per respouse for registration actiVitit:s and 0.25 hours per n:sponse 

.. , ... ~.~~···"'~-,,~"--~.IS rur reducing the burden to Director: OPPE lnConnation Management 
11, DC 20460. Do not send the fonn 

Send comments regarding the burden es1nnme or any ou,~r a~p~~' uo uu> 
U.S. Environmental Protection Agency, 401 M Street, S. W., 

I i~;~-~VCilUC 2065 M. LID 
F-06516 Carros, Fraucc 

Guideline Rcfcrcr 

83-1/870.4100 
83-1/870.4100 

83-3/870.3700 
83-3/870.3700 
83-6/870.6300 
83-4/870.3800 
84-2/870.5100 

84-. 

EPAt 

!00 
!00 

Gene 1 

Gene 1 

Jenc 1 

Gene 

.--)]' ,.,__,_ 
' 

c _[~cding 

DATA MATRIX 

MRlDNmn 

42918648 
42918645 

DUJ"/02 

I 42918648 
2918646 
2977903 
4275001 

42918652 
42918679 
4329171 
4329171 
43291" 
43291722 
43401102 

1 Product: np1 

Submit! 

~~;~ I ~~~ I I 
~ 
I~ OLD 

>\SF 

BASF PAY 
BASF PAY 
BASF OL 
BASF OLu 
BASF OLD 
~ASF OLD 
lASF OL'""' 

BASF 
BASF 

fNaiTic"";ud T1tlc 
Jean-Pascal Marc 
Corporate Product Innovation Director 

~ 
~ OL 

scCo11l' 

\ Date 
August 23, 
2011 
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Fonn Ap(lru\'otl O~HI No.2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papcn~ork Rcductiou Act Notice: The public reporting burden for this collection of information is es1in1a1ed to average 0.25 hours per response JOr J"egistralion activi1ics nnd 0.25 hours perre~pousc 
for rcrcgislratiou and special review activities, including time for reading the i~slmctiou aud complcti~g I he necessary forms. Send comn\ents regardi11g the burde11 cs1imatc or auy other aspect of this 
collcctiou of infonnation, inch1ding suggestions for reducing the burden to Director: OPPE lnfonnution Management Divisiou (2137) U.S. Environmcnlall'rotcction Agency, 401 M Street, S.W., 
Washingtou, DC 20460. Do not send the fonnto this address. 

DATA MATRIX 
Date: Aug~s1 23,2011 EPAR . NoJfilc Symboi87825-R Pag,c6uf6 
Applicant 's/Rogistram 's Name & Address Product: Fipronil Technical 
Vil·bac SA 
I cJc avenue 2065 M -LID 
f-06516 Carros, Fraucc 
[ngrcdient: Fi ronil 
Guideline Rcfercucc Number Guideline Stud Nmne MRID Nu111ber Submitter Status Note 
72-2/850.1010 Acute LC 50 freshwater iltvcrtcbratcs 

I (Dav/lnia 1naena) 
42918625 BASF OLD 

Acute LC 50 freshwater invertebrates 42918669 BASF OLD 
I (Daphnia ma_gna) 

Acute LC 50 frcshwalcr invertebrates 

l<.Dap/111ia ll!a'lna) 
42918(171 BASF OLD 

Acute LC 50 freshwalcr invertebrates 43291719 BASF OLD 
(Daph/l(·a maRna) 

835.2110 Hydrolysis 42977905 BASF OLD 
40 CFR 158.390 Reentry 
Protection Data Requirements 

133-3 Dcm~al exposure- Fi ronil 44433302 Merial PAY 

133-4 lnhalatiOit ex JOStlre- Fipronil 44433302 Mcrial PAY 
132-1 Dislodgcable residue dissipation- Fipronil 44531203 Mcrial PAY 

N/A Dermal and inhalation exposure of 44433303 Merial PAY 
commercial pet groomers (Spot)- Fipronil 

N/A Analylical method for exposure studies- 44433308 Merial PAY 
Fipronil 

Signature Name aud Title August 23, 
Jean-Pascal Marc 2011 

'·'""'-· d Col]JOratc Prodnct ln110vation Director : .~ 
Fl'~ 1'Mm ~~7~.11 (q.Q7\ F(e,-lmn;c onO l',u>e< Voc;;on" Al"ailohlo S,h.,U\ m>l• I'''"" ,.,,.,;ion 'A ly I'"P Mcnov l"lomalll<o ronv gcnoy 

Pursuant to 40 CI>R t52.96 (c), Virbae hereby certifies that Virbac has no basis to believe that this re(jUiremcnt i~ uot a data gajl ~nd, furtl1cr, that Virln1c has scutl1y ccrtillcd nmillu all con1panie~ 
on the cu1-rcnt EPA Data Submittcr5 List for fiprunil a letter requesting that the con1pany identify, within 60 days of rccei pt, nny v~lid study that IVOUid fulfill this d~h rcquircn1ent. Once this <iO-day 
pcrind expires, Vir hac will update the Agency :1s to the information, if any, Virbac receives in response to this "1lata gap" letter. 
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~orm ,\pp11lVO<I OMU No. 2071J.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
&(.' 401 M Street, S.W. 

WASHINGTON D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ofinfonnatiou is c~timatcd to average 0.25 hours per rcspon~e for rcgistratiou activities aud 0.25 ho11rs per rcspon:;e 
for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments Icgarding the burden estimate or any other aspect of this 
collection ofinfom1ation, including suggestions for red11cing the burden to Director: OPPE Information Ma11agement Division (2137) U.S. E11viromnenlal Protection Agc11cy, 401 M Street, S.W., 
Washin ton, DC 20460. Do not sCIId the fonnto this address. 

DATA MATRIX 
Date: December 20, 20t I EPA Re . No.!Filc S mbol 2382-TBA Pngc I ot"9 
Applicant's!Registraut's Name & Address Product: 
Virbac AH, Inc. 
PO Box 162059 EFFJI'RO"' PLUS TOPICAL SOLUTION fOR DOGS 
Fmt Worth TX 76161 
In redient: Fi ronil, P ri rox fen· 
Guideline Reference Number Guidcliue Study Name MRlDNnmber Submiltcr Status Note 
Product Chemistry Test Guidelines 
830.1550 Product Identity and Composition New Submission Virbac AH, Inc. OWN 
830.1600 Dcscri lion of Materials Used New Submission Virbac AH, Inc. OWN 
830.1620 Descri tion of Production Process New S1tbmissiot1 Virbac AH, Inc. OWN 
830.1650 Desc"ii;:;tion of Formulation Process New Submission Virbac AH, Inc. OWN 
830.1670 Descrirrtion ofFonnation ofl~ritics New Submission Virbac AH, Inc. OWN 
830.1700 5-Batch Analysis New Snbmission Virbac AH, Inc. OWN 
830.1750 Certified Limits New Submission Virbac AH, Inc. OWN 
830.1800 An~!Vtical Method New Submission Virbac AH, Inc. OWN 
830.6302 Color New Submission Virbac AH, Inc. OWN 
830.6303 Phvsical State New Submission Virbac AH, Inc. OWN 
830.6304 Odor New Submission Virbac AH, Inc. OWN 
830.63!3 Metal Stabilily Virbac AH, Inc. NR 

830.6314 Oxidation/reduction New Submission Virbac AH, Inc. OWN 
830.6315 Flammabi~ New Submission Virbac AH, Inc. OWN 

830.63!6 Explodability Virbac AH, Inc. NR 

830.6317 Stoffi!!C stabilitv To be conducted Virbac AH, Inc. OWN 
Signature Name and Title Date 

;!.JL 
Craig Parks December 
Vice President, Research & Development :'C, 2GII 

~ 
' 

EPA Form 8570·35 t9·97) ElecU~mc '"" PapOl VeiSIO"' Av01lablc. S"hlllll only Paper l"<:ISion. ,1 ~rncy Iulernol U•c Cop) 
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l'onu ApprO>'OII 0,\IU No. 207()..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON D.C. 20460 

Paperwork Reduction Act Notice; The public rcpmti11g burden for !hi~ collection ofinfonnation is estimated to average 0.25 hours per response fnr registration activities and 0.25 hours per response 
for reregist1·ation and special review activities, including time for reading the imtruction and completing the Ue<::cssmy fonns. Send comments regarding the burden cslimatc or any other aspect of this 
collection ofinfonna.tion, inch1ding sllggcstions for reducing the burden to Director: OI'I'E lnftnmatiou Management Division (2!37) U.S. Enviromncmal Protection Agency, 401 M Street, S.W., 
Washin_g!_rnl, DC 204UO. Do no! send tho fmm tn this address. 

DATA MATRIX 
Date December 20. 2011 EPA Reg, No./Filc S 111bol 2382-TBA Page 2 of9 
Applicant 's!Registrant's Name & Address Product: 
Virb<ic AH, Inc 
PO Box 162059 EFF!PRO® PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wo1th TX 7616! 
Ill rcdicnt; Fi ronil, P ri rox fen 
Guideli1tc Reference Number Guidcliue Study Name MR!D Ntilllbcr Submitter Status NoiC 

830.7100 Viscosi New Submission Virbac AH, Inc. OWN 
830.6319 Miscibility Virbac AH, Inc. NR 

830.6320 Corrosion charac!erishcs To be conducted Virbac AH, lite. OWN 
830.6321 Dielectric breakdown voltage Virbac AH, Inc. NR 

830.7000 H New Submission Virbac AH, Inc. OWN 
830.7300 Densitv, bulk dcnsi , or s ccific .e:ravity New Submission Virbac AH, Inc. OWN 
830.7320 Patticle Size distribution Virbac AH, Inc. NR 

40 CFR 158.340 Toxieolo Da!a Requirements 
870.1\00 Acute oral toxicity New Submission Virb~1c AH, Inc. OWN 
870.1200 Acute dermal toxicity New S11bmission Virbac AH, h1c. OWN 
870.1300 Acu!c inhalation toxicity Waiver rcqtws!ed Virbac AH, Inc. 

870.2400 Primar e e irritation New Submission Virbac AH, Inc. OWN 
870.2500 Prima dermal irritation New Submission Virbac AH, Inc. OWN 
870.2000 Demml sensitization New Submission Virbac AH, Inc. OWN 
Signature Name and Tille Date 

~JL 
Cmig Parks December 
Vice l'rcsidont, Rcsearcll & Dcvc!opm~nt 20, 201! 

~ 
' ' -----
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Form ,\ppm>·oJ O~lB No. 2070..(1060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"" +;"!X. 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Parcrwork Rcductiun Act Notice: The public reporting burden for this collection ofiufornJalion is cSlirna!cd 10 average 0.25 ho1.1rs per response for rcgislralion aelivitics aud 0.25 llo1.1n; per response 
for rercgislrulion and special review activities, including lime for reading !he insliUClion and complcJillg the necessary fom1s. Send eolllmenls reg:1rding the burden estinmlc or any olher aspect of this 
co!!cction ofinfonnalion, inc!1.1ding sl.lggcstions for reducing the burden to Director: OPPE !nfonnmion Managcmc111 Division (2137) U.S. Environmental Protcclion Agency, 40 I M Street, S.W., 
\Va~hinuton, DC 20460. Do not send the fonnlo !his address. 

DATA MATRIX 
Dale: December 20, 20!! EPA Rc '· No./Fi!c S mbol 2382-TBA Page 3 of9 
App!icaot's/Regislra11t's Name & Address Product: 
Virbac AH, Inc 
PO Box !62059 EFFIPRO" PLUS TOPICAL SOLUTION FOR DOGS 
!'mt Worth TX 76!61 
In redicnt: Fi roni!. P 1i. rox fell 
Guideline Refereucc Number G1.1iddine Study Name MRID N11mber Sl.lbmiuer Sial us Note 
Efficacy and Safety Dala 
870.7200 Do safe 43444905 Mcrinl OLD 
870.7200 Dog safct 435777 I 1 Merial OLD 
870.7200 Do safet 43863802 Merial OLD 
870.7200 Dog gafcty 43121 I 10 Merial OLD 
870.7200 Dog gafety 431211 I I Me rial OLD 
870.7200 Do r safety 45620507 Mer "tal PAY 
870.7200 Do~ safety 43396408 Ecto Devc1opmen! Corporation OLD 
870.7200 Dog safety 4361260! Eclo Dcvci_QQ~ncnt Corporation OLD 
870.7200 Do_g_safcty _ 44900902 Virbac AH, Inc. OWN 
870.7200 Dog safct 44900903 Virbac AH, Inc. OWN 
870.7200 Do safe 42178309 S11milomo Chemical Com Jany, Lid. OLD 
870.7200 Dog safety New submission Virbac AH, 1nc. OWN 
810.3300 Efficacy 43121114 Mcrial OLD 
8 I 0.3300 Efficncy 43121115 Merial OLD 
810.3300 Efficac 43121116 Mcrial OLD 
810.3300 Efficac 43121117 Merial OLD 
810.3300 Etf1cacy 43121118 Mer"ml OLD 
810.3300 Efficacy 43121 I 19 Mcrial OLD 
810.3300 Efficacy 43121120 Merial OLD 
Signalurc Name n11d Title , Date 

~·~ 
Craig Parks ; D~tmb~r 
Vice President, Research & Devc!opmCilt I 2(', 2J, I 

~ 
\ __ - - -··· - - - --· 
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Fonn ,WpcMcd OMU No.2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I~, 401 M Street, S.W. 
' 

WASHINGTON, D.C. 20460 
Pa11crworl! Rcfluction Act Notice: The public reporting burden l"or this collection of infomJalion is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per response 
for rercgislraliou and special review activities, ineluditlg time for reading !he inslmction and completing the ucce:;sary fonns. Send comments regarding the burden estimate or any other aspect ofthis 
collection ofinfonnalion, including suggestions for reducing the burden to Director: OPPE tufonnaliou Management Division (2!37) U.S. Euvironmcnlal Protection Agency, 40! M StreCl, S.W., 
Washington, DC 20460. Do not send the fonn lo this address. • 

DATA MATRIX 
Dale: December 20, 20tl EPA Reg. No./File $ mbol 2382-TBA Pnge 4 of9 
Applicanl':;/Regislrant's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFF1PRO" PLUS TOPICAL SOLUTION FOR DOGS 
Fort W011h TX 76!61 
1n rcdicnl: Fi ronil, Pyri roxyfen 
Guideline Reference Nm11ber Guideline Slu~yNalllC MRID Number Sltbmillcr Status Note 
Efficacy and Safety Data 

810.3300 E!Ttcac 43121121 Merial OLD 
810.3300 Efficacy 43121122 Merial OLD 
810.3300 Efficacy 43444901 Merial OLD 
810.3300 Efficacy 43577701 Mcrial OLD 
810.3300 Efficacy 43577712 Merial OLD 
810.3300 Efficacy 43577713 Mcrial OLD 
810.3300 Efficacy 43951701 Merial OLD 
810.3300 Efficfl_9' 44088901 Merial OLD 
810.3300 Efficac 46006002 Wcllmark International PUBL 
810.3300 Effkac 44900904 Virbac AH, Inc. OWN 
810.3300 E!Ttcacy 45020601 Virbac AH, Inc. OWN 
810.3300 Efficacy Pending; sub111itted with OWN 

Effipro Plus Cat 
Aprilicalion 

810.3300 Efficacy New Sllbntission OWN 
Signature Nnmcand Title Dale 

~-~ 
Craig Parks December 

~ Vice President, Research & Development 20, 2011 

' .. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20 

~~Nolie..,: ·; !\,-pOrting burden for this collection of information is cstimalcd lo average 0.25 hours per response 10r rcgistnllion activities and 0.25 hours per response 
including time for reading lite inslmclion and compleling I he necessary fonns. Scud commcnls regarding I he burden estima1c or any other aspect oflhis 

""V"'"'"on, lllCiumng suggesuons for rcdttciug 1he burdcB to Dircdor: OPPE Information Matutgemcal Division (2137) U.S. Environmeulal Proleclion Agency, 401 M Street, S.W., 
nr ?04riO On ""t send I he fonn to this address. 

I 
.. ,., ... ~u· .... •w"'"''""' 's Name & Address 
Virbac Al-l, Inc 
PO Box 162059 

TX76161 

30C 
300 
;}00 

v • .J30C 
o:3300 
0.3300 
0 3300 

810.33 
810.33 
810.33 
:10.3300 
.10.3300 

a 
IL;JL 

--
ficacy 
ficacv 

~ ... ~ .. ~ 
Efficnc 
Efficac · 
Efficac 
Efficacy 

lyNamc 

--
'MATRIX 

I MRID Number 

I 456127c 
5185( --

i620501 
i620502 --

14' 

j628 

·-~-v-v 

4586690 
4586690: 
4601920 

I 46019202 

j Product: 

EFFIPROe PLUS TOPICAL SOLUTION FOR DOGS 

lMcr 
lMcr 

Mcrial 
Merial 

Craig Parks 
Vice Prcsidenl, Rcs~arch & Dcvclopmcnl 

J Stalus J Nole 

m! ' 
' 

' 

-

PA 

Date 
December 
20, 2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form A1'1rnwerl OMU No. 20?1}.0060 I 

I'~ I 
401 M Street, S.W. ' 

WASHINGTON D.C. 20460 i 
Papcnvorll Reduction Act Noticc: The public reporting burden for this collection of infonualion is estimated to average 0.25 hours per response for registration activities aud 0.25 hours per response 
for rcrcgislration and special review activities, including time for rcadiug the inslmction and completing the necessary fonns. Send coutmcnts regarding the burden estimate or any olhcr aspect of this 
collection ofinformaliou, iiJc!uding wggestions for reducing the b1mlcn to Director: OPPE luformation Management Division {2 I 37) U.S. Environmental Prolcctioa Agcucy, 401 M Street, S.W., 
Washington, DC 20460. Do not send the fo1n1lo litis address. 

DATA MATRIX 
Date: December 20, 201 I EPA Rc . No./Filc S mbo! 2382-TBA Page 6 of9 
Applicant's/Rcgistram's Name & Address Product: 
Virbac AJJ, lnc 
PO Box 162059 EFFIPRO& PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wot1h TX 7616 I 
In redicnt: Fi ronil, P 1i rox fc11 
Guideline Guideline Study Name MRID Number Submiuer Status Note 
Reference Number 

Child Resistant Packagin r 
40 CFR 157 Evaluation ofthc 3 ml Applicator Tube with 1.34 rnl water, 1 48095221 VitbucAl-1, Inc. OWN 

arm! icator tube test for Child-Resistaut Effectiveness 
40 CFR !57 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 6 48095222 Virbac AH, Inc. OWN 

applicators tube test for Child-Rcsistaut Effcctiveucss 
40 CFR !57 E.valuation of the 3 ml Applicator Tube with 1.34 ml water, 36 48095223 Virbac AH, Inc. OWN 

applicators tube test for Child-Resistant Effectiveness 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 1 48095224 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 6 48095225 Virbac AH, Inc. OWN 
anPl icators tube test for Senior-Use Effectiveness 

40CFR157 Evaluation oftlte 3 ml Applicator Tube with 1.34 ml water, 36 48095226 Virbac AH, lnc. OWN 
applicators tube test for Scuior-Use Effectiveness 

40 CFR 157 Evaluation of the 3 ntl Applicator Tube witl1 2 .68ml water, 1 48095227 v·ubac AH, Inc. OWN 
applicator tube test fur Child-Resistant Effectiveness 

Signature Name and Title Dale 

~d.L 
Craig Parks December 
Vice President, Rcse;trch & Devclopmclll 20,2011 

EPA Fmm ~.110-l.IIQ.q?J lilcUmnio .11Hl Pc-""" "···'--· •···"·"· "··' ·• --'·· "·-·· •-·'"--'"' '" ·'··---· '""'""--' ,,_ ,.._ .. '" 
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Fucm Apptu>'e>l 0~111 Nn. 2fi70-fi060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Pnpunvork Reduction Act Notice; The public rcp01ting bun:lc1t for litis collcclion uf infonnation is cslinmted 10 nvcragc 0.25 lto11rs per response for regislration aetivilies and 015 ho11rs per response 
for reregistration and special review aelivitics, inch1diug time for reading the instruction ami e01npleling lite ncc~ssary fonns. Semi comntcnts regarding the hurllcn cslimatc or auy oilier aspecl ofthis 
collection ofiufomtation, illclulling suggestions for rcdtleing lhe bnrdeulo Director: OPPE htlbrmation Management Divisiou (2137) U.S. Environ1nental Proteclion Agency, 401 M Slrcct, S.W., 
Wasltinglon, DC 20460. Do not send I he fo1m to tl1is ",Jddrcss. 

DATAMATRlX 
Date: December 16,201 I EPA R~ '· No./Filc S mhol 2382-TBA Page7of9 
Applicaut's/Registrant's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFFJPRO" PLUS TOPICAL SOLUTION FOR DOGS 
Fori Worth TX 76161 
In •n:~:l"lcnl: Fi ronil, P r' rox fen 
Guideline Guideliue Sludy Name MRID Nm11bcr Submillcr Slalus Note 
Reference Number 

40 CFR !57 Evaluation nfthe 3 ml Applicator Tube with 2.68 ml water, 6 48095228 Virbac AH, Inc. OWN 
applicators tube test for Child-Rc~istant Effcctivenc~s 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 36 48095229 Virb!tc AH, Inc. OWN 
applicators tube test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of thc3 ml ApplicatnrTubc with 2.68 ml water, I 48095230 Virbac AH, Inc. OWN 
ann! icator tube test for Senior-Usc Effectiveness 

40 CFR !57 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 6 48095231 Virbac AH, Inc. OWN 
applicators tllbc test for Senior-Usc Effcctivellcss 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 2.68 ml water, 36 48095232 Virbac AH, Inc. OWN 
applicators tube test fur Seninr-Use Effectiveness 

40 CFR 157 Evalttation of the 6 ml ApplicatnrTube with 4.02 ml water, I 48095233 Virbac Aii, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40CFR !57 Evaluation oftltc 6 tnl Applicator Tube with 4.02 ml water, 6 48095234 Virbac AI-l, Inc. OWN 
. applicatnrs tube test for Child-Resistant Effectiveness 

40 CFR !57 Evaluation of the 6 ml Applicator Tube witlt 4.02 ml water, 36 48095235 Virbac AH, Inc, OWN 
applicators tube test for 01 ild-Resistant Effectiveness 

Signalurc Na111c and Tille Date 

!L;iL Craig Parks December 
Vice President, Research & DcvclojliiJenl 20,2011 

EJ>A form ii57U-35 (9:\i'))EioclfO[i>Ool!d P:ip;:f VorsiOflS-Avoiloliii:" Sobnlii(;"ooly Paper v<rsion. A ~<>>'Y lnlon"l Usc CofY 
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11orou Appro1·«l OM II No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The Jlllblic reponing burden for this collectiou ofinfonnation is eslimated lo average 0.25 1lo11rs per response for rcgistrmion aclivilics and 0.25 hours per res11011Se 
for reregistration and special review activities, inclading lime for reading the instmclion and completing lhc necessary forms. Scud conllllcnls regarding tile b11rdcn estimate or any other aspect of litis 
collection ofinfonuation, including ~11ggestions for rcd11cing tile burden to Director: OPPE Jnfonuation Mauagemcnt Division (2137) U.S. Environmental Protection Agcucy, 40 I M Street, S.W., 
Wasllinglon, DC 20460. Do not send tile fon11 to this address. 

DATA MATRIX 
Date: December 20, 2011 EPA Rc . No./Filc S mbol 2382-TBA Pogo8of9 

Applicant's/Regislrant's Name & Address Produc1: 
Virbac AH, luc 
PO Box 162059 EFI'IPRO"' PLUS TOPICAL SOLUTION FOR DOGS 
Fo1t Worth TX 76161 
Ingredient: Fi ronil, P ri rox fen 
Guide]iue Gt1idcline Study Name MRID N11mbcr Submitter Status Note 
Reference Number 
40 CFR 157 Evaluation ofthc 1 ml applicatortubc with 0.67 m\ water, 1 48410001 Virbac AH, Inc. OWN 

applicator tube test for Child-Resislant Etl'ectiveucss 
40 CFR 157 Evahmtiou of the I ml applicator tube with 0.67 tnl water, 1 48410002 Virbac AH, Inc. OWN 

applicator t11be test for Senior-Use Etl'ectiveness 

40 CFR 157 Evaluation of the lml applicator t11be with 0.67 ml water, 6 48410003 Virbac AH, Inc. OWN 
app_licator hlbe testlbr Child-Resistant Effectiveness 

40CFRI57 Evaluation of the lml applicator tube with 0.67 ml water, 6 48410004 Virbac AH, Iuc. OWN 
applicator tube test tbr Senior-Usc Efli::ctivencss 

40 CFR 157 Evaluation of the 1 ml applicator tnbe with 0.67 mllVllter, 36 48410005 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Etl'cctivcness 

40 CFR 157 Evaluation of the lml applicator tube with 0.67 ml water, 36 48410006 Virbac AH, Inc. OWN 
aoollcator tube test for Senior-Usc Effectiveness 

40 CPR 157 Evaluation ofthc Jml applicator tube with 0.67 ml water, 3 48410007 Virbac AH, Inc. OWN 
apg_licator tube test tbr Child-Resistaut Effectiveness 

40 CFR 157 Evaluatiou of the lml applicator tube with 0.67 ml water, 3 48410008 Virbac AH, Inc. OWN 
applicator tube test tbr Senior-Use Effectiveness 

40 CPR !57 Evaluation of the 3ml applicator tube with 1.34 ml water, 3 48410009 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Etfectiveness 

40 CFR 157 Evaluation of the 3m\ applicator tube with 1.34 ml Wltler, 3 48410010 Virbac AH, Inc. OWN 
aoolicator tube test for Senior-Usc Etfectivencss 

40 CFR 157 Evaluation ofthc 3m! applicator tube with 2.68 ml water, 3 48410011 Virbac AH, Inc. OWN 
applicator tube test for Child-Resista11t Etl'ectivcness 

Siguature Nallle and Tille Dale 

;!.JL 
Craig Parks Dccc!llbcr 
Vice t'rcsidcnl, Research & Dt:velopmcnl 20,2011 

L ~--· -····--
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I' om; Ap]lrOl'cd O~lll No. 207(1..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Rcductiou Act Notice: The public repo11i11g burden for ill is collection ot"informatiOJI is estimated to average 0.25 !lours per response lOr registration activilics and 0.25 hours per response 
for rcregistralion and special review activities. iucluding time for reading I lie iumuction m1d COillpletiJig the lleccssmy forms. Send comments regarding the !Jurdcn estimate or auy other aspect o!"this 
collection ofinforlllation, iJiduding suggeslions !"or reduch1g the burdcu to Director: OPI'E l11fomJal ion Ma11agcmeJit Divisiou (2137) U.S. EnvironnJCntal Protection Ageno.:y, 401 M Slrect, S.W., 
Washington. DC 20460. Do uct sc~d the fom1 to this address. 

DATA MATRIX 
Date Decembcr20, 2011 EPA Reg. No.ll'ile Symbol 2382-"fBA Page 9 or9 
Applicant's!Rcgistrant's N~me & Address Product: 
Virbac All, Inc 
PO Box I 62059 EFFIPRO" J'LUS TOPICAL SOLUTION !'OR DOGS 
Fort Wortl1 TX 76!61 
In rcdie11t: Fipronil, I' ri roxyfen 
G11idelinc Guideline Study Name MRID Number SubnliUer StahJS No~o~ 

Reference Number 
40 CPR \57 Evaluation oftltc 3m! applicator tube with 2.68 ntl water, 3 48410012 Virbac AH, Inc. OWN 

~p!icator lube wst for Senior-Use Effectiveness 

40 CFR 157 Evaluafio11 of the I ml applicator tube with 4.02 ml water, 3 48410013 Virbac AH, Inc. OWN 
applicator tube test for Cltild-ResisJant Effectiveness 

40 CFR 157 Evaluation oftl1e lml applicatorJube with 4.02 ml water, 3 48410014 VirbacAH,Inc. OWN 
applicator tllbc test for Senior-Usc Effectiveness 

40 CFR 157 Evaluation of{hc 3m! applicalor tube with 2.68 ml water, I 48410015 Virbac AH, lttc. OWN 
applicator tnbe lest for Seuior-Use Effectiveness 

40 CFR \57 Evaluation of the 3m! applicator tube with 2.68 ml water, 36 48410016 Virbac AH, Inc. OWN 
applicator ]ube tesl for Senior-Usc Effectiveness 

40 CFR 157 Evaluation oft\1e 611tl applicator tube with 4.02 ntl water, 6 48410017 Virbac AH, Inc. OWN 
app!ica{or tube test for Senior-Use Effectiveness 

Signature Name und Title Date 

d.ili Craig Parks Decc111ber 
Vice PrcsideJlt, Rescarcl1 & Dcvelop111CIIt 20,2011 
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Page 142*Confidential Statement of Formula may be entitled to confidential treatment*



Tracking 

Create Resubmission 

FFS Letters 
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Tracking 

Create Resubmlaslon 

FfS letters 

• 
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!Fee for Service! 

This package includes the following 

c<J New Registration 

oAmendment 

for Division 

/ 
{908748U-

[;>j Studies? o Fee Waiver? 

u volpay % Reduction: __ 
Risk Mgr. [JQ_] 

Receipt No. S-1 9087 48 

EPA File Symbol/Reg. No. I 2382-RIO 

Pin-Punch Date: I 12/20/2011 

This item is NOT subject to FFS action. 

Action Code: ParenVChild Decisions: 

Requested: I ~ I 
Granted: IZ3 f 0 I 

Amount Due: $ l.( }iD 1 "rf{) 

D Inert Clear d or n nded Use Uncleared Inert in Product 

Revi ewer:_-----1+-h"-'v--1:76---"'-----'--"-----­
Remarks: 

Date: rz_£/u 
I 
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PRIA 2-21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

3/23/09 
21 Day Screen Start Date: [ 2. - '1. 6 - 1/ / 
Experts In-Processing Signature: ,l'tE f.!,.,M../N6ToN Date I Z-"ZZ-If Fee Paid: Yes.l,.L 
Division management contacted on issues No Yes Date ______ _ 

EPAReg.Number: l3~Z-RIO EPA Receipt Date: /7...-z_o- I( 

1 

2 

3 

5 

Items for Review 

Application Form (EPA Fmm 8570-l)(link to form) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 
dated Form to 
a) All inerts (link to http://www.epa.gov/opprdOOI/inerts/), 

including fragrances, approved for the proposed uses (see 
Footnote 

Certification with Respect to Citation of Data (EPA Fonn 8570-34) (Link to 
fom1) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes no 

Yes No N/A* 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% /( 

Selective Method 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to http://www.epa.gov/oppfeadlflabeling/lrmf) X 
6 (Electronic labels on CD are encouraged and guidance is available)( link to 

http://www.epa.gov/pesticides/regu!ating/registering/submissions/index.htm#!abe!s 

I 
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7 
Is the data package consistent with PR Notice 86~5 (link to PRN 86-5) '/ 

( 
Notice of Filing (link to 

8 httg:J/www.eQa.gov/Qesticides/regulatinl!itolerance Qetitions.htm) included x with petitions (link to 
http://www.epa.gov/pesticides/regulating/tolerances.htm) 

9 
If applicable for conventional applications, reduced risk rationale (link to /( http://www.epa.gov/opprdOOl/workplan/reducedrisk.html) 

Required Data (link to 
h ttl! :1/www .eQa.gov /Qestici des/regulatine/ data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

--:_s u c lcel 

'?)b-~) 

* NIA- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. lf an 
unapproved inert is identified, the applicant must either l) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to http://www.epa.gov/opprdOO 1/incrts/Iists.html) and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch @epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa.gov/oppbppd 1/biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOO 1/inerts/tips.pdfj must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved lnerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

L Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Conect the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the 8903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

R A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R30 1 or 
A53 L The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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Bonaventure Akinlosoto 
Office ofpesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REG FEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

February 6, 2012. 

2382-RlO; Effipro Plus for Dog Revised Data Matrix. 

Dear Bonaventure, 

We received your email earlier today requesting the addition of citations to the Data Mahix for 
the pending product listed above to include MRID numbers for studies supporting SAUE testing 
with the 4.02 ml fill level tube and both the 1 and 36 tube count packages. 

Please find a Data Matrix revised accordingly and dated February 6, 2012. 

Note that we have emailed cowtesy copies of these same documents to you in pdftbrmat. 

Best Wishes, 

Craig 

:1-;JL 
Craig Parks, DVM 
VP Research and Development 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Fo'"' }'>I' I"""" 0 MD No. 1070-00hO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
0 401 M Street, S.W. 

WASHINGTON, D.C. 20460 . . . 

Pll pcrl\"llrk Retluclion Acl N01kc: The pli(llic rcporling burden fi1r ll1is coiled ion of iuformminn is es1i111atcd to rwcmgc 0.25 ho1:r~ ~:er rcspousc lo~ rcgislriiJi•)~' :n;_,ivi~ics and 0.25 hollrs per rCSJlOnse 
for rcrcgislnllinn and S(Jecial review activities, including lilllc for rcadiog 1hc iuslruclinnuml cnmpldiug <l1c ucccssmy fnnns. Send couUIJCn<s regarding I he burdeu e~1ium1c or auy Oilier aspcCl of this 
collecliou of infnrmmion, iuchuling suggeSJions fnr rcduciug I he burden 10 Direclnr: OPPE h1fonnmion lvl;mftgemenl Divisi011 (2137) IJ.S. EnvironntenHil l'rolccliou Agency, 40 I M Slrcel. S.W .. 
Washiuglon. DC 20460. Do not send !he funu1o <l1is address. 

DATA MATRIX 
Dale: Fchrum 6, 2012 EPA R~g._N_£,.Filc S~:!.i}~ol 2382-RIO Page I "f9 

Applicaut's/Rcgistmol's Nun1e & Address Product': · 
Virhac Al-l, Joe. 
PO llnx 162059 EFPIPRO"'' PLUS TOPICAL SOLUTION FOR DOGS 
Fon Worlh TX 76161 
lu •redicm: Pi ronil. P Ti rox l"c11 
Giliddioc Reference Niunher G11idelinc Study Nm11C MI~ID Nlunbcr Suh11liller Slalus Nmc 
Product Chemist Test GJlidelincs 
830.1550 Pro(hlctldcnlily and Composition New Submission Yirb<1c All, Inc. OWN 
830.1600 Description of Materials Used New S11bmission Virbnc Al·l, Inc. OWN 
830.1620 Description ofProd11c1ion Pmcess New S11bmission Virbac AIL, Inc. OWN 
830.1650 Dcscri(Ttion ofPnnll11lation Proccjs New S11bmission Virbnc t\H, Inc, OWN 
830.1670 Description or Fonnatioo ofln nriticj New S11bmission Virbac All, Inc. OWN 
830.1700 5-Hnlch Anal sis New S\1bmission Yirbnc AH, Inc. OWN 
830.1750 Cerlified Limils New Submission Virbac AH, Inc. OWN 
830.1800 Analylical M~lhod New S11bmission Virbac All, Inc. OWN 
830.6302 Cnlor New S11hmission Vlrbnc AH, Inc. OWN 
830.6303 Physical Stale New S11bmission Virhac All, Inc. OWN 
830.6304 Odnr New S11bmission Virbac AH, Inc. OWN 
830.6313 lvklal Stability Virhac AH, Inc. NR 

830.6314 Ox ida! ion/rcdnctinn New S11hmission Virbac AH, Inc. OWN 
830.6315 Fh.Jmmabilily New S\Jbmission Virhac All, Inc. OWN 
830.6316 l~xplodahilily Virbac All, Inc. NR 

830.6317 Storage stability To he cond11ctcd Virbac All, I oc. OWN 
Signnlnre Name aud Title Dale 

&iu 
Craig Parks Fchnmry 6, 
Vice l'rcsidcut, Rcsenrch & DcvelupiiiCUI 2012 

HM 1'"'"' "7n.H/O.O' ") Elewo"i' ><•I P"ru"< Ve«;~.,, •"-"; 

' lol>l< ·s.,omi! o"l)" Paper'""""' A~w<y l<>!cr<'olllso r'o•py 

153



F"'"' At<!<''"'''~ O>In No.lUro-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
0 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 ~ 

Pn llerwurk UeUuclinn Aet Nutkc: 'fhc public reporli•lg IJurUen fiJr this collectiun nfinfornmlinn is estimated to average 0_25 I tours per respoase for rcgislration nctivilitS and 0.25 hmns per response 
lOr reregistration and special review aclivities. includiug lime fhr rending I he instmction and completing the necessary lllffllS. Send comments regurJing I he burden estiumte or auy other ;LSpec! nl'lhis 
collection nf information, iucludidg ~11ggcstions tbr n:;ducing the burden to Director: OPPE lnllmnatinn Mauagcment Division (2137) U.c:>. r:nv~t<nmc:u.ti_,Protcctinn Agency, ~01 M Strecl, S.W., 
Washin ton, DC 20460. Do not senJ the form to this adJress_ . ~~ . 

~---------

DATAMATIUX 
Dale Februm 6, 2012 EI'A lk . Nn./File S •mhol 2382-RIO Pagc2of9 

Applicant'SIRcgistnmt's Name & Address ProJuct: 
Virhac All, Inc 
1'0 Box 162059 EFFII'IW"' I'IJJS TOI'fCAI, SOUJ'I"ION FOR DOGS 
Fori Worlh TX 76161 
fn redieut: Pi rooil, I' ri Jrox fctl 
Guideline Reference Nmnhcr GuiJdine Study Name MI~ID Numher Sulunillcr Simas Nnte 

830.7100 Viscosity New Submission Virbnc Al-l, Inc. OWN 
830.6319 Miscibility Virbnc All, h1c. NR 

830.6320 Corrosion clmractcristics To he condnctctl Virhac All, Inc. OWN 
830.6321 Diclcclric hreaktlown vollagc Virbac All, Inc. NR 

830.7000 II New Submission Virbac Al-l, Inc. OWN 
830.7300 Dcnsit ',bulk dcnsil , or s ecilic ravity New St1bmission Virbac Al-l, Inc. OWN 
830.7320 Particle Size distrib11lion Virhnc Al-l, Inc. NR 

40 CFR 158.340 Toxicolol!.v Data Requirements 
870,1100 Acute oraltoxicit, New Subtnission Virbac All. Inc. OWN 
870.1200 Aculc dermal toxicity New S,lbmission Virbac All, Inc. OWN 
870.1300 Acnle inhalation toxicity Waiver rcq>lCSied Virbnc Al-l, Inc. 

870.2400 Prinmr e e irritation New Snbmission Virbac Al-l, Inc. OWN 
870.2500 l'rimnr dermal iiTitntiou New Submission Virbac Al-l, Inc. OWN 
870.2600 Dcrnntl scnsilizalinn New Submission Virbac All, Inc. OWN 
Signatme Name nud Title Date 

;iJL Cmig Parks February 6. 
Vice President, Rcsenrch & Dei'Chlluncn! 2012 

~ 
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l'orm Arr""'<ol (l~ln No.lHO-Go6U 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"" ~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 " 

Papcnvork ReJHclion Acl Nuticc: The public reporting h11rdcn lbr this cullcctinn ofinfomJUtiuu is cstin1atcd to average 0.25 ilollr<> 'K'f response HI' Jcgislr~iloq al'tivities unJ 0.25iiO(IrS per response 
for rcregistrntioa mul SIICdal review activities, inci11Jiug time for rcadiug tile inslruclion anJ completing I he necessary li1rn1s. Scn(l 'COmments reganiiug tile bUrden" eStimate or any olllcr ;Jspect of this 
collection orinlbnuation, ineh1ding suggestious lOr rcdnciag the hmdcn to Director: OPPE lniOrmntioo Management Divisiou (2137) IJ.S. Envimmncalal Protection Agency, 401 M Street,$_ W., 
Wnshington, OC 20460. Do not senti the l()l'ln lo this aJJress_ 

DATA MATRIX 
Dutc: Febnm 6, 2012 EPA R;_!(~~-fl;ilc s:itii':Jol 23&2-RIO Pagc3of9 

Applicant's!Registrant's Name & Address l'rod11ct: 
Virbac All, luc 
PO Box 162059 EFFIPR010 I'LIJS TOI'ICAL SOLUTION I'OR DOGS 
Fnrt Worlh TX 76161 
lu rcdbu: Fi runil, P ri rox fcm 
GuiJeline Reference N11mher G11itlcline Stud Numc MRID N111nbcr Sllhlllillcr Stnlns Note 
Efficne and Safety Data 
870.7200 Dog safety 43444905 lvlcrial OLD 
870.7200 Dog safely 43:i77711 !vi erial OLD 
870.7200 Dog sniCiv <13863802 Merinl OLD 
870.7200 Do • safety <13121110 Mcrial OLD 
870.7200 Do saiCt 43121111 Mcrial OLD 
870.7200 Dng safct 45620507 Mcrinl PAY 
&70.7200 Dog safety 43396408 Eclo Dcvelonmcnt Corporation OLD 
870.7200 Dog safety 43612601 Ec10 Development Corporation OLD 
870.7200 l)og sniCty 44900902 Virbac All, Inc_ OWN 
870.7200 Dn safety 4<1900903 Virbac All, Inc. OWN 
870.7200 Do safCtv 42178309 S111nitomo Chemical Com an', Lid. OLD 
870.7200 Do sa!Ct New sJJbmissiort Virbac i\1-1, lac. OWN 
810.3300 l~llicacv <13121!14 lvlcrial OLD 
810.3300 Er!icacy 43121115 lvlcrial OLD 
810.3300 Ellicacy 43121116 ~'lcrial OLD 
s 10.3300 El"ficnc' 43121117 Mcrial OLD 
810.3300 El'ficac <13121118 tvlcrial OLD 
810.3300 El"flcacy 43121) 19 Mcrial OLD 
810.3300 I;Jficncy 431"1!20 lvh.:rial OlD 
Signnlur<' Name nntl Title Date 

~·~ Cmig Pmks February 6, 

~ Vice l'rcsiJeut, RescmciJ & Development 2012 
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Por<« Ar~"'"'<ol n~111 No. 20'o.oo~o 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"' - 401 M Street, S.W. 
WASHINGTON, D.C. 20460 . 

PHpcnvurk Uerluclion Act NnHee: The puhlic r~porling burden lhr this collccliou of iulbmrnli(lll is estinnn~d to avernge 0.25 ln111r~ u~r respow;c ri:lr regislrut<ou adivities <llrd 0.25 lnnrrs per resporrse . 
for reregislmtion and special review activities, including lime lOr reuding the instnrelion <111d eomplcliug tire ncccss:rry fum1s. Sen·d-Commcuts regmding the fni'rdeu esliulllle or uuy other aspcel uf this 
collceliuu nf inl(mnntiou, inchrdiug ~1rgg~s1 ions lbr rcd11eiug the burr! en lo Direclor: OPPE lnlimuntiou Mirnagemenl Divisio11 (2137} U.S. Envimnmcnllll l'rolcclion Agency, 40 I M Street, S. W., 
Washinghm, DC 204110. Do nGl s~nd lh~ l'orm to thi' address_ 

DATA MATRIX . 
Dale: Fchnrary (r, 2012 EPA R~g- NnJI:'ilc sjfr;\nl 2382-RIO Pagc4of9 

Applicanl's/negistranl 's Narnc & Address Produce-- ---
Virlme Al-l, Inc 
PO Box 162059 EFI'II'IW"' PI.US TOPICAL SOLtiTION FOR DOGS 
Fori Wm11rTX76161 
ln~rcdicut: Pi rnmil, I' ri rox l~u 

Grridclinc Reference Number Guidcliuc Slud Nunre MRID Nrunbcr Srrburiuer Sial us Nnle 
Efficacy anti Safet Data 

810.3300 El'licacy 43121121 lvlcrinl OLD 
810.3300 l~fficacy 43121122 lvlcrinl OLD 
810.3300 Erficacv 43444901 Mcrial OLD 
810.3300 Erficncy 43577701 Merial OLD 
810.3300 EITicae •13577712 lvlcrial OLD 
810.3300 Efficae' •13577713 Mcrirtl Ql,l) 

810.3300 El'licacy 43951701 Medal OLD 
810.3300 Erticac' 44088901 Merinl OLD 
810.3300 l:fficacy 46006002 Wcllnutrk lnlernalioHal PUHL 
810.3300 l~ffienc 44900904 Virbnc All, Inc. OWN 
810.3300 EITrcac 45020601 Virbnc AH, Inc. OWN 
810.3300 EITicaey Pending; submitted with OWN 

Erfipro Plus CHt 
Applicatinn 

810.3300 Efficacy New submission OWN 
Sigrraturc Numc und Tille Date 

&7-d.L. 
Cmig Parks Fehnrary 6, 
Vice President, RcseHrch & DcveiGpmcnt 2012 

156



l'omo '\i•Wond Onlll No. <070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
a 
i.~j 401 M Street, S. W. 

WASHINGTON, D.C. 20460 
Pnpcrwork Rctlurtion Art Notice; The public reporting hmdcn lOr this collection or infommlion is estimnt.::d to average 0.2S.·hours per response rbr rcgi_s~ralion ac.livilies and 0.25110llrS per response 
fnr reregistration and SJICcial review activities, including lime l(lr n::ading the instruction and eornplcling the necessary forms. Send COIIIIIICnls regurding the burden cslimntc or auy other aspcd of this 
collectionllfiul{lmmtion, inel11ding suggeslinus lbr rcdudng the llllrden to IJircclor: OI'PE lnfmmalion rvlanagcmcnt Divisiou (2137) U.S. Environmcnlnll'rolcctinn Agency, 401 tvl Street, S. W., 
Wnshiu Jon, J)C 204(,0_ Do mlt send the lhrmlo !Iii~ address. 

DATA MATRIX 
Dnlc Fchrunr 6, 2012 EP/. Reg.--~~:~-S-ymhol 2382-RIO P;~gc5of9 

Applicwll's/Rcgislntlll 's Name & Address Prod~'iCC·-- -
Virbae All, Inc 
1'0 Box 162059 EFI'IPRO" I'LIJS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 
Ingredient: Fi 1ronil, P ri roxyfcn 
Guideline Rcl'crcncc Nnmher Guideline Sn1dy Name MRID Number Suhmillcr Stall IS Note 

i 

810.3300 Eniency 44942011 Merinl PAY 
810.3300 Efficacy 4<)942106 lvlcrinl I'AY 
810.3300 Efticae 45612701 Merinl PAY 
810.3300 Efficacy <15618501 lvlcrial PAY 
810.3300 Ellic(tcy 45620501 lvlcriul PAY 
810.3300 Ellicncy 45620502 lvlcrin1 PAY 
810.3300 Enicncy <)5620503 lvlcrial PAY 
810.3300 Ellicaey 45620504 Merinl PAY 
810.3300 Elncnc 45620505 Merial PAY ' 

810.3300 El'ficllcy <15620506 !vi erial PAY 
810.3300 Eflicae' <15628101 lv1crinl PAY 
81(}.3300 Eflicacy t15628102 lv1crinl PAY 
810.3300 Efticacy 45628103 lvlcrial PAY 
810.3300 Efficne 45628104 lvlcrinl PAY 
810.3300 Enicac' 45628105 lvlcria1 PAY 
810.3300 Efficacy 45628201 lvlcrinl PAY 
810.3300 Erfienc' 4586fi901 Mcrin1 PAY 
810.3300 EITicaey 45866902 Nlcrinl PAY 
810.3300 Efficncy 46019201 Nkrial PAY 
810.3300 El'ficnc' 46019202 lvlcrial PAY 
Signalure N:unc und Title Dnlc 

;!,JL 
Craig Parks Fehrunry 6, 
Vice Prcsi;kol, Research & DevchJpliiCIIl 2012 

.A'"'/ 
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Forno 1\pp,..,-od 0~1ll N~. 1070-fiOOO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
.0 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Ueduclinn Act Nnlice: The pt>blic reporting bmdL11 li1r this collcclinn of infonumion is cslill!alcd to average 0.2S:I>p~lrs per rcop(lllS~~ lor rq~_is_rrqlil:•J_a~livilics illld 0.25 ho11rs per response 
lOr reregistration and special review aclivilics, including lime fur reading the instmction and complcling the necessary fonns. Send cmnmcnts regarding the blirden cstimale or any other aspect ufthis 
colleclinn of inli1rnwtion, inciHding SHggcstiuns fnr red11cing the hurdeu lo Dircclor: OPPE lniOrmation !vlaoagemeoll)ivision (2137) U.S. Enviroumcnlnl Protection Agency, '10 I M Street, S.W., 
Washin ton, DC 20460. Do not sl'nd the !Onn to this address. 

HATA MATRIX -----
Date: Pcbma 6, 2012 EP;, Reg_ Nu./Fi:e Symhnl 2382-RIO l'ogc (, of9 
Applicant's/Rcgislraot's Na01e & Address Prud;i(i ----
Virb:lc Al-l, Inc 
1'0 Box 162059 EFI'II'RO" PLUS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 
In rcdi~11l: Fi ronil, P i rox fen 
G11iddinc G11idclioe Stndy Nalllc MRIDN111nbcr SHhmillcr Stall IS Nolc 
Reference Numhcr 

Child Resistant Packaging 
40 CFI{ 157 Evaluation of the 3 ml Applicnlor Tube with 1.34 ml waler, I 48095221 Virhac All, Inc. OWN 

applicator tube test for Chilti-Rcsislanl Elfcctivcncss 
40 CFR 157 Evahwtiun of the 3 ml ApplicnlurTuhc with 1.34 ml water, 6 <]8095222 Virbac Al-l, Inc. OWN 

app]icaturs lube test for Child-Resistunl Effectiveness 
40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml walcr, 36 <]8095223 Virbac All, Inc. OWN 

applicators tube test for Child~Rcsistant Effectiveness 

•10 CFR 157 Evah1ation of the 3 ml Applicator Tube with 1.3<1 ml water, I 48095224 Virbac Alf, Inc. OWN 
aool ica1t1r l11be test ll.tr Senior-Usc EITcctivcness 

40 erR 157 Evahmlion of the 3 ml Applicatur Tuhe with 1.34 ml water, 6 48095225 Virbac All, Inc. OWN 
applicalnrs (tlhe test ror Seaior~\Jse EITcclivcncss 

40 CFR 157 Evaluation nfthc 3 ml Applicator Ttl be with 1.34 ml water, 36 48095226 Virbac All, Inc. OWN 
applicalors lt1hc tcsl for SCJtinr~Use El'tCclivcncss 

<10 CFR 157 Evaluation orlhc 3 ml Applicator Tt1\lc will\ 2.68ml water, I 48095227 Vi1~1ac Al-l, Inc. OWN 
applicalor lube lest fur Chiltl~Rcsislanl EftCctivcncss 

Signa!Hrc Name mul Tille Dale 

e--7dL-
Craig Pnrks Fchrt1ary li, 
Vice PresiJcnl, Rcscmch & Dcvelopll!cnl 2012 

r.n• ""~' ""'" •• m n" "'"""--'" ····' """"'' "'" '-· ., .. c... •··"-·'• _,,., n •• " ,'cl<iHn ly l'a~. Ago"<Y ln!•malll>< Copy 
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Form Appro"' I O~ln No. !070-00@ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
n 
-~: 401 M Street, S.W. 

WASHINGTON, D.C. 20460 . 

f'apcnvork t~cllnction Act Notice: The pnhlic r~pnrling bunJ~n 1ilr this ~oll~dinll of informulion is ~stimutctl to average 0.2S:ho~lrs per r~SilOHS,~ rilr rcgisl'rllliu~lw;tivilie:; and 0.25 hours per r~sponse 
lOr rcrcgislralion an(] special review a~livitics, inchnli11g lime fi1r reaJing I he instruction anti completing tl1c necessary tOnns. s~nJ enmmcnts regarding I he burden ~slimalc or any oll1cr aspect nflhis 
eollcelilm of information, inclutling snggcstiOilS fnr red11cing I he hun.ICII lo Direclnr: OI'I'E lnfonnntinll Management Division (2137) IJ.S. Environmenla]l'roleclion Ageucy, ~0 I M Street. S.W., 
Washiuglnn, DC 20460. Do not s~mllhc limn In this ulldress. 

DATA MATRIX 
Dale Fdmm 6.2012 EP ),_]~~.&. )io.!Fi:C·s flllbOI 2382-RJO I':Jg& 7 "f9 

Applicunt's/Rcgiwanl's Nanw & AdJre:;, ProJUci: 
Virhuc All, Inc 
PO Box 162059 EFFIPRo~· Pl.IJS TOPICAL SOI.UTION FOR DOGS 
Fnrt Worth TX 76161 
In •reJienl: Fi 1ronil, P ri roxyfen 
Goitldine Ouidcliue StuJy Name MRJDN111nher SJ1bn1iUer Sl<llfiS Not~ 

Reference Nlunher 
40CFR 157 Evahmlion ol'thc 3 ml Applicator Tube with 2.68 ml water, 6 41!095228 Virbac All, Inc. OWN 

appl icalors luhc lest l(w Chilti-Resisumt EITectivciiCSS 
,10 CPR 157 Evaluation uflhe 3 ml ApplicalnrTubc \l!iJh 2.68 1111 water, 36 48095229 Virbac All, Inc. OWN 

applicators tube lest fi1r Child-Resistant El'fectivcness 

40 CPR 157 Evlllllntionnflhe J ml Applicator Tube with 2.68 ml water, I 48095230 Virbac All, Inc. OWN 
applicatorl11he lest lOr Senior-Usc 1\ITeclivencss 

40CFRI57 l~valunlion ol'thc 3 ml ApplicalurTubc with 2.68nll·walcr, 6 48095231 Virbac AH, Inc. OWN 
appliclllors tuhe test lOr Senior-Use EJTeclivencss 

40 CPR 157 Evalunlinn of tile 3 ml Applicator Tube \~ilh 2.68 ml water, 36 41!{)95232 Virhac Al-l, Inc. OWN 
applicalors tube test ror Senior-Usc EftCctivcuess 

40 CFR 157 Evahmtion or! he 6 ml Applicalor Tube witlt '1.02 ml wnler, I 48095233 Virbac Al-l, Inc. OWN 
applicator t11bc JesJ fur Child~Rcsislanl EJfecJiveness 

40 CFR 157 EvalllaJion oflilc 6 ml Appliealor Tube with 4.02 ml walcr, 6 48095234 Virbnc Al-l, Inc. OWN 
applicators t11be Jesl for Child-Rcsislanl Effectiveness 

40CPR157 Evaluation ol'llte 6 ml Applicalur Tnbe with 4.02 ml waler, 36 48095235 Virbac Al-l, Inc. OWN 
applicators tuhe Jest fur Child-Rcsislanl l~rrcctitccncss 

Siglllllllre Name and Till!: Dale 

~J..L 
Cmig Parks February 6, 
Vice l'r~sitleul, Res~nr~h & DcYclopnlenl 2012 

FPA Fmm R'i7n.l'i {Q_<J7> FIN"Ic~,,;, ..• ,ul p,,, Ve.c.;oo" Av,;hlole ~,o,o;l nnh• ''·'"'"'""";"" IJ' l'op- < g<11<y lolcr.,,llls< CoN 
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I'Hnu ,l.i>P<U"ll 0~11 No. 2010-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
n 
-~-- 401 M Street, S.W. 

WASIIlNGTON, D.C. 20460 
l'tl perwurk Rcdoctiun Act Nu!icc; The public repnrtiug burden lOr I his cullectinn nf iniOnnntiou is cstinl<tted to nveruge 0.2.:; hours per rcspo .. se-fnr re!Ji~(ratiuu ndivitics aPd 0.25 hours per respnusc 
for reregistration aud special review activities, irreluding time lOr reading !lie ins!ructiou and completing the nccessnry lbrnts. ·sC,id conuneu!s regarding 'llic"burdCii estiumte or auy other aspcc! or this 
collcc!iPII pf information, including suggcstiOPS !Or red11eiug the burden !P l)ircdor: OPPE !nfiJmm!ion Mmmgement Division (2137) U.S. Environmeutal Pmtcclion Agency, <101 M Street, S.W., 
Washingtnn. DC 20460. Do uot ~end I he !im11tn this nddrcss. -

DATA MATRIX 
Dute Fehrum 6,2012 El'.'!_!3-eg.'i\Jn./! :tc '[: tuhol 2382-RIO l'"go8of9 

Applicant's!Rcgistran!'s Naruc & Address Pro'duct: 
Virhac AH, Inc 
PO Bux !62059 El'F!!'RO"' PI.IJS TOPICAl. SOI.\H!l)N FOR DOGS 
Fnr( Worth TX 76161 
Ingredient Fi nmil, I' •riproxyfcu 
Guideline Guideline Study Name MRID Number SuhmiHer SWillS Note 

' l~dioreucc Number 
40 CFR 157 Evvl1mtion of the I ml applicator !11he 1Yilh 0.67 ml l)'!l!cr, I 48410001 Virbac All, Inc. OWN 

aoolkalor tube test lOr Child-Rcsislvul Effectiveness 
40 CFR 157 Evaluation oflhe I ml applicator l(ibe will! 0.67 1111 IVDter, I <IM10002 Virbac Al-l, Inc. OWN 

applicator tube test tiu· Scuior-Use Enl:ctivcncss 
40CFRI57 Evalualinn oftbe lml applic<tlor lube with 0.67 ml water, 6 tl8tll01103 Virbac Al-l, luc. 0\VN 

applicntor !11be test l()r Child-Resistant I~ITecl ivencss 
40 CFR 157 l:vahtation of the lml ap11lica1or !It be IVi!b 0.67 uti water, 6 48410004 Vi rime All, luc. OWN 

ppplicator tube lesiiOr Senior-Use Effectiveness I 
' 

40 CI-'R 157 Eval(mlion ol'!hc l111l applicator !It be with 0.67 ml waler, 36 48410005 Virbac Al-l, luc. OWN I 
vpplica~or t11be test ll.u· Child-Resistant EftCcti Fcucss 

40 CFR 157 EvaluPliou ol'thc lml applicator btbcwith 0.67 ml wnler, 36 484-10006 Virbac AH, Inc. OWN 
voolicator tube test for Senior-Use Effectiveness 

40CFRI57 Evaluation ol'tllc lml applicnlor btbc with 0.67 ml 1Vatcr, 3 48410007 Virbac All, Inc. OWN 
upplicatur 111be test lOr Cl1i ld-Rcsislant E11Cctivc11ess 

40 CFR 157 Evaluatinn of the lml applicnlor [11bc 1vi!h 0.67 ml water, 3 48410008 Virbac Al-l, luc. OWN 
npplicatnr tube test lOr Scuior-Use EJ'ICctivcness 

<10 CFR 157 Evvbtalion of the 3ull a11plicator t11bc 1Vith 1.34 ml IVIIter, 3 4841111J09 Virhac Al-l, Inc. OWN 
applicator tube lest for Cbild-Resislanl EffcctiFcness 

40 CFR 157 Evpluation oflbc3tlll npplicalor lltbe with 1.341111 II'H!cr, 3 48410010 Virhac All, Inc. OWN 
vnnlicator l11bc lest for Senior-lise EITcc!iveness 

40 CFR 157 Eval(talion of the 3m I applicutur btbc with 2.68 ml water, 3 tl8410011 Virbac Al-l, Inc. OWN 
applicator l11hc test for Child-Resistant Efil:ctivcncss 

Sigtmtme Name ;md Tide Date 

~J{L 
Craig l'mks February 6, 
Vice President, Research & Development 2012 
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l'oo'nO '\1'1""''"1 O~lll.Vo. f07<J..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
.-:~;: 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduetion ,\ct Noliee; The public reporting burden for this ~ollection of iulhrlllalion is estimnted to avernge 0.25 o1011rs per response fllr regisi•Utiou il~tivities nnd 0.25 hours per response 
for reregistration and speci;~l review activities, inehnling tin1c for reading the inslnltliou and completing the necessary fonns. Send wmmenls regflrdiug ti'!C b'urd'~ll Cstimate or auy otl1cr aspect of this 
collectio11 orinllmnation, including suggcslinus lOr redudng the hun len to Dircctnr: Ol'l'li lnformalhlll Mmu1gement Division (2137) U.S. Environmental Protectiou Agency, 401 M Street, S_ W., 
Washi11glon, DC 20460_ Do not send tile form lo this nddress. _ 

DATA MATRIX 
Date Febnmry 6, 2012 EI'A'!{~fL! 1.-iJFil:~~>nlllll 2382-RIO P"ge9of9 

Appliennt's/Registmnt's Name & Address Prodi1Ct:' 
Virhnc All, Inc 
PO Box 162059 f'FFII'RO" I'I.US TOPICAl. SOI,tJTION FOR DOGS 
Fort Worth TX 76161 
In •redient: Fi mnil, I' riproxyfen 
Guideline Guiddine StudyNnme MRlD Numher Submitter Status Note 
Reference N111Hher 
40 CFR 157 Evaluation or the 3m I applicator Ill he with 2.68 ml water, 3 48410012 Virbac All, Inc. OWN 

applicator lube lcsliOr Scninr-!Jse 1\fiCctivcncss 
40CFR 157 Evaluation of the I ml applicator tube with 4.02 ml water, 3 484100!3 Virhnc A!-!, !nc. OWN 

npplicatnr tube lest lhr Child-Resistant EJTeclivcncss 
40 CFR 157 Evaluatiou nf the I m! applicator tulle with 4.02 ml water, 3 48410014 Virbac Al-l, Inc. OWN 

ann I icnlor t11hc test f(Jf Senior" Usc Effectiveness 
40 CFR 157 Evahmlinn ol'lhe 31lllupplicatnr tube with 2.68 ml wnlcr, I 48410015 Ylrbac Al-l, Inc. OWN 

applicator ll1bc test for Scnior"\Jsc l~ffccl ivcncss 
40 CFR 157 Evaluatinn oft he 3ml applicator t11he with 2.68 ml water, 36 48410016 Yirbac Al-l, Inc. OWN 

applicator lube test tOr Scnior"\Jsc EITcctlvcncss 

40CFRI57 Evahlatinn urthc 6ml applicator lube with <1.02 ml water, 6 <18410017 Virbac Al-l, Inc. OWN 
applicator ltlhe lesllilr Senior-Use Efli:ctivencss 

40CFRI57 Eva!unlion or the 6ml applicnlnr tube with 4.02 ml water, I 48095236 Virbac Al-l, Inc. OWN 
applicator lube lest lOr Scnior"Usc EfiCctivcness 

40 CFR 157 l·:vahmlinn oflhc 6m! applicatortnhc with 4.02 ml water, 36 48095238 Virbac All, Inc. OWN 
~mol icntor tube lest lhr Scninr"lJsc El'fectivcncss 

Signature Nan1e and Tille Dnte 

;t;u Craig Parks F~bnmry 6, 
Vice l'residcul, Res~mch & Dcveloplllent 2012 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTOJ'o.J, D.C. 20460 

VIRBAC AH, INC. 
VIRBAC AH, INC. 
13001 ST. CHARLES ROCK ROAD 
BRIDGETON, MO 63044 

December 27, 2011 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF CHS,11CAl SAFETY 
AND POLLUTION PRE\I'ENT!ON 

Thank you for your submittal of 20-DEC -11. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master 
Record !D's (MR!Ds) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 22, 2011 

OPP Decision Number: D-4590!3 
EPA File Symbol or Registration Number: 2382-RIO 
Product Name: EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS 
EPA Receipt Date: 20-Dec-2011 
EPA Company Number: 2382 
Company Name: VIRBAC AH, INC. 

CRAIG PARKS, MS, DVM 
VIRBAC AH, INC. 
P.O. BOX 162059 
FORT WORTH, TX 76161 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R31 0 

NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT 
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY); 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, 
~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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December 20, 2011 

Richard Gebken, PM I 0 
Office orPesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFIPRO® PLUS Topical Solution for Dogs (EPA File Symbol2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

Virbac Artimal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX 76137, 
(Company Number 2382)) is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO® PLUS Topical Solution for Dogs. 

48696900 

This product contains the active ingredients fipronil and pyriproxifen and is intended to 
control fleas, ticks, mosquitoes, and other pests on dogs only. 

Pyriproxyfen itself is registered alone and in combination with other active ingredients in 
numerous end use products for spot-on insect growth regulator use on dogs. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

I. 
2. 
3. 
4. 
5. 
6. 
7. 
8. 
9. 
10. 
II. 
12. 

Below is a list of the components included with this application: 

Cover Letter; 
Transmittal Document; 
Application for Pesticide Form 8570-1; 
Confidential Statement of Formula-2 Copies; 
Data Matrix Form 8570-4; (EUP and TGAI); 
Certification of Data Citation Form 8570-34; 
Proposed Label - 5 copies; 
3 copies of bound PR 86-5 compliant study reports supporting registratio:O.";, 
Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
Letter of Self-certification of Child-Resistant Packaging; 
Fonnulator's Exemption Form 8570-27; and 
Copy ofPRIA Check for category R-310 ($4807). 

' . ' 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 164



Child-Resistant Packaging 

EFFIPRO® PLUS Topical Solution for Dogs and will be marketed in single dose lmit 
applicators in packages of 1, 3, 6, and 36. These single dose applicators for the 0.67 ml, 1.34 ml, 
2.68 ml, and 4.02 ml dose sizes have been previously tested, and CRP certification has been 
accepted by EPA. All relevant test data supporting self-certification have been reviewed are and 
cited in the attached Data Matrix. A self-certification letter is also attached. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-310 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in the amount of$4807 to cover the PRIA 
fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

Attachments 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS DOG 
12/20/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical 
Solution for Dogs. Effipro® EFFIPRO® PLUS Topical Solution for Dogs contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 20, 2011 

Volume Studv Title MRIDNo. 
1 Administrative Materials 

Effipro® Plus Topical Solution for Dogs 

Group A Product Chemistry 

2 OPPTS 830.1550, 830.1750, 830.1600, 830.1620, 830.1650, 48696901 
830.1670 
EFFIPRO® PLUS Topical Solution for Dogs 

Group B Product Chemistry 

3 OPPTS 830.6302, 830.6303, 830.6304 
Determination of the Physico-Chemical Property 48696902 
"Appearance (Color, Physical State and Odor)" 

4 OPPTS 830.6314 
48696903 Determination of Oxidation I Reduction (Chemical 

Incompatibility) 
5 OPPTS 830.6315 

Determination of the Physico-Chemical Property "Flash 48696904 
Point" 

6 OPPTS 830.7000 
48696905 Determination of the Physico-Chemical Property ''pH" 

7 OPPTS 830.7100 48696906 Determination of Physico-Chemical Property "Viscosity" 
8 OPPTS 830.7300 

Determination of the Physico-Chemical Property 48696907 
"Relative Density" 
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Volume Study Title MRIDNo. 
9 OPPTS 830.1700. 830.1800 

Quantification of the Active Ingredients Fipronil and Pyriproxyfen 48696908 
in Five Batches by Validated Methods 

10 OPPTS 830.1800 
Enforcement Analytical Method- Quantification of the Active 48696909 
Ingredients Fipronil and Pyriproxyfen 

Acute Toxicity 

II OPPTS 870. 1100 48696910 
Acute Oral Toxicity Study in Rats- Up-and-Down-Procedure 

12 OPPTS 870.1200 
Acute Dermal Toxicity Study in Rats 48696911 

13 OPPTS 870.2400 
48696912 Acute Eye Irritation Study in Rabbits 

14 OPPTS 870.2500 48696913 
Acute Dermal Irritation Study in Rabbits 

15 OPPTS 870.2600 
48696914 Contact Hypersensitivity in Albino Guinea Pios, Buehler Test 

Product Petformance 

16 OPPTS 810.3300 
Summary of Efficacy Data for EFFIPRO® PLUS Topical Solution 48696915 
for Dogs 

Product Safety 

17 OPPTS 870.7200 
Summary of Companion Animal Safety Data for EFFIPRO® 48696916 
PLUS Topical Solution for D()gs 

2 
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. "'" ''"" '· OMB "' ~ ;'!;-
United States X Registration 

&EPA f- Amendment 
Environmental Protection Agency f- Other 

; >,DC 20460 

I n for e- I 

! .'· 
'''~~ I ~k~:~ 6'~~~~; I 3. ; ' 

I D Restricted I 4. I~~· ~ None 
)p I I n foe Dog• 

I 0imac AH, Inc 
I P Codo) I 6. ' ; ,W"" "'"';', ; 

; :tis 1 and 1~b;;1;~g 
P.O. Box 162059 to: 
Fort Worth, TX 76161 EPA Reg No. 

I n Check if this is a new address P10duct Name 

IU <1- E'PI"n bolow L 1 Fl"'l priotod 

Agency teller dated D Resubmission in response to Agency letter dated o "Me Too" Appllcalion 

D Notification- Explain below ~ Other- Explain below 

I ' Uoo i i I necessary. I n I ond Soo!lon II.) 

Application for registration. PRIA Category R310. Please refer to attached letter 

ill 

~ 
; 
~ ~ rr:r ~owol• F-1-0'"1 

I 

' 
y,, 

f- No f- No No 
~ Plastic, PETE 

'*certification must 
F Glass 

I Unl;''' I 
I No. per I ·yeo' 

1 No. Pc' Paper 
be submrtted container Package wgt ' L Other (Specify) 

I~~:~~~~~~ 1,3,6,36 

La~l JfNet I I 4 3~~~~~~ ~f"' ; ; ; ; 
~ Container 1, 3, 6, I tubes I g~ L;b~l 'omd"" 

1 o. MOOn" In wn>en ' Jto em'"a f-'- Lithograph LJ Other 

f-
Paper glued 

II 

1IV 

;:;g~ ' 

I ~~a7ge Parks, MS, DVM 
'No. I 

' ' Research and 
I ' Vi''" AH. Inc. 

I b. D"' ; 
I certify that the statements I have made on this form and all atlachments therelo are true, accurate and complete. Received 

\ ~- I knowingly raise or misleading statement may he punishable by fine or imprisonment or 

~ (Stamped) 1 3. Tlllo d .ll Vice President of Research and Development, 
· Virbac AH, Inc. 

~~odNom~' DVM I i2-~:;, 
I Fm·m I (R'". 8-94) ; I 1v;1"- EPA I li· I!Copy 
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F A orm Approve dOM BNOS. 207G-006 0; 20 - -70 0057 2070 0107 2070--01 0 0164 22: 207 • 

.... ~ ...... _ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i-" 
\~) 1200 Pennsylvania Avenue, N.W. 
-~ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden fonbis collcrtion ofinfom1ation is estimated to average 1.25 hours per response for registration 
anrl 0.25 hours per response lbr reregistration and spcrinl rcviL'lv activities, including time for reading the instructions and CO>npleting the necessary fonns, Send 
comn'K:nts regarding burden estimate or any oti'K:r aspect of this collection ofinfonnntion, including suggestions for reducing the burden to: Dircctor, Collection 
Strategies Division (2822T), U.S. EnviromllCntal Protcrtion Agency, 1200 Pennsylvania Avenue, N,W., Washington. DC 20460. Do not send the con1pktcd fonn 
to this address. 

Certification with Respect to Citation of Data 

Applican!'s/Regis!rant's Name, Address, and Telephone Number EPA Registra!Ton Number/File Symbol 
Virbac AH, Inc./ PO Box t6205g Fort Worth TXJ 682-647-3576 2382-TBA 

Active lnqredienl(s) and/or reoresentative test comoound(s) Dale 
Fipronil, pyriproxyfen 12119/tt 

General Use Pattem(s) (list all those claimed for this product usinq 40 CFR Part t58) Product Name 

indoor residential EFFIPRO PLUS Topical Solution for Dogs 

NOTE; If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need lo 
submit this form. You must submij the Formulator's Exemption Statement (EPA Form 8570-27). 

D 
I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the clle·all method of support, and have included with lhis form 

0 
I am using the selective method of support (or cite--all option 

a list of compan'tes sent offers of compensallon (I he Dala Matrix form under I he selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

{Required if using the cite-all method or when using the dte-all option under the selecttve method lo satisfy one or more data requirements] 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the form for reregistration, or the Data-Call-In response. In additiOn, ifthe cite-all option or cite-all option under the selective method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product: and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar compos ilion and 
uses. 

I certify that for each exclusive use stl.dy cited in support of I his reg'tslration or rereg"tstra!ion, I hat I am the original data submitter or thai I have obtained 
the wrillen permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am I he original data 
submitter; (b) I have obtained the permission of the original data submitter louse the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study: (d) the study is in the public literature: or (e) I have notified in writing the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)( !)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to determine I he 
amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(cX1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submilted to the Agency upon request Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with 
FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. 

Signature ;iJ.L Dale Typed or Printed Name and Title 

~ t2/19/t1 Craig Parks, VP of Research and Development 

EPA Form 8570-34 (12-2003) Eleclro111c and Paper verstons available. Submt! only Paper verston. 
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Form Approved. L .• tB No. 2070-0060. Approval e.\pires 5-31-98 
United States 

&EPA Environmental Protection Agency 
Washinglon, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicant's Name and Address EPA File Symbol/Registration Number 
Virbac Animal Health 2382-TBA 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFIPRO PLUS TOPICAL SOLUTION FOR DOGS 

Date of Confidential Slatement of Formula (EPA Form 8570-4) 
Oetober21,2011 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(I) This product contains the following active ingrcdicnt(s):pyriproxifen 

(2) Of these, each active ingredient listed in pan1graph (4) is present solely as the result of the use of that active ingredient in the 
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which nlY product is proposed to be 
labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

[K] (A) An accurate Confidential Staten1ent ofFommla (EPA FORM 8570-4) for the above identified product is attached to this 
statement. That formula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete, 
current, and accurate and contains the infonnation required on the current CSF 

(4) The following active ingredients in this product qualify for the formulator's exemption 

Source 

Active Ingredient Product Name 

Pyproxifen  

~tL 
Name and Title 
Vice President, Research & Development 

Signature 

EPAF " ~ omt 8570 27 (Re . 8 -95 . 

*U.S. GPO: 1995-388-820120413 

. 

Registration Number 

 

Date 
December 19,2011 

\ " ' Vhlle El A copy 
Yellow- Applicant copy 
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December 19,2011 

Richard Gebken, PM 10 
Office ofpesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Child Resistant Packaging Certification 
EFFIPRO® PLUS Topical Solution for Dogs; 
EPA Reg. No. 2382-NEW 

Dear Mr. Gebken: 

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32, 
including the revised standards in 16 CFR 1700.15(b), when tested by the revised testing 
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995). 

• EFFIPRO® PLUS Topical Solution for Dogs (EPA Reg. No. 2382-NEW). 

Virbac Animal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX, 76137; (Company 
Number 2382) is submitting this child resistant packaging certification to support the pending 
new product application filed on the above date for EFFIPRO':ID PLUS Topical Solution for Dogs 
(EPA Reg. No. 2382-NEW). 

Should you have any questions about this letter, please do not hesitate to contact me via 
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.corn. 

Sincerely, 

~JL 
Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 
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Waiver Request 
Registrant: Virbac Animal Health, Inc. 

Acute Inhalation Study (OPPTS 830.!300). 
Effipro Plus Topical Solution for Dogs. 

The Effipro® Plus Topical Solution for Dogs product is composed of9.7% w/w of 
the active ingredient fipronil and 2.9 % w/w of the active ingredient pyriproxifen. This 
product is packaged in single use non-refillable applicators that are intended for one time 
only spot-on applications to dogs. 

The potential human inhalation exposure to this product is expected to be 
neglible. Only very small amounts of product are applied per application, depending the 
weight of the animal. Based on packaging considerations described in the proposed 
product labeling, the maximum volume of Effipro® Plus Topical Solution for Dogs that 
can be administered at one time to a dog using the largest available applicator size is 
approximately 4.0 mi. This application volume represents the worst case because it is the 
dose that is recommended only for use on dogs weighing more than 89 pounds. 
Therefore, according to the proposed label, a great deal of anticipated product use will 
occur at much lower volumes on smaller dogs. 

Furthennore, the measured vapor pressure of both of the active ingredients, 
fipronil and pyriproxifen, are extremely low (2.8 x I o-9 mm Hg at 25°C and 1.0 x I o-7 mm 
Hg at 25°C, respectively), indicating that both active ingredients are essentially non­
volatile and are therefore not expected to vaporize from the skin of the treated animal 
following application. The active ingredients will therefore not be available for inhalation 
after application according to label directions. Finally, the method of applying the liquid 
product directly to the pet creates no particulates, aerosols, or other respirable matter. 
Therefore, based on the criteria provided by the Agency in 40 CFR 158.500, footnote 4 
under the Toxicology Data Requirements, a waiver of the acute inhalation study for these 
products is appropriate. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (8!7) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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R 310 

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI). 
Must submit Group A and B pro t chemistry data for each proposed product unless it's a 100% 
identical (repack): YES or 0 circle one 

Guideline 
No. 
830.1550 

830.1600 
830.1650 
830.1670 
830.1700 
830.1750 
830.1800 

Guideline 

Group A: Product Chemistry Data 
Study Title 
Product ldentitv & Comoosition 
Description of materials used to 

I produce the product 
Descriotion of formulation orocess 
Discussion on the formation of imourities 
Preliminary analysis 
Certified limits (158.345) 
Enforcement analytical method 

Oxidation/Reduction 
li 

iii 
li 

ill 

Breakdown 

I 

EP Data MP Data 
SubmiHed Subm'!Hed TGAI 
Yes No Yes No Yes No 
'./ 

y 
'-v 
"-' v 
\ 

EP Data 

1-----+--

I.')~·~ 

) 
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R310 

New products must either: 1) supply the product specific acute toxicity 6 pack data (listed below), 
or 2) provide a bridging rationale document. The bridging document directs OPP to use a currently 
registered set of 6 acute toxicity data and label; instead of submitting product specific data. 

Data 

Guideline Acute toxicity (6 pack) submitted Cited 

No, Studv Title Yes No Yes No 

870.1100 Acute Oral ILD5Q) y 
870.1200 Acute Dermal (LD50) 'V' 

870.1300 Acute Inhalation !LC50l v ' 

870.2400 Acute Eve lrntation ''X) 

870.2500 Acute Dermal Irritation v 
870,2600 Dermal Sensitization v 

Efficacy - which guideline is used depends on the proposed label use 

Data 

Guideline submitted Cited 

No. Study Title Yes No Yes No Comments 

810.3100 Soil Treatments for lmoorted Fire Ants 
Livestock, Poultry, Fur and Wool-Bearing 

810.3200 Animal Treatments 
Treatments to Control Pests of Humans 
and 

810.3300 Pets 
Mosquito. Black Fly. and Biting Midge 

810.3400 I !Sand Flvl Treatments 

810.3500 Premises Treatments 

810.3600 Structural Treatments 
Methods for Efficacy Testing of Termite 

810.3800 Baits 
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December 15,2011 

U.S. Bank 
Government Lockbox 979074 
1005 Convention Plaza 
SL-MO-C2-GL 
St. Louis, MO 63197 

RE: Checks for 2011 PRIA Fees; Virbac AH, Inc. (EPA Co. Number 2382) 

Dear Sir or Madam: 

Please find enclosed two (2) checks numbered 1013436 and 1013437 made out to the 
Environmental Protection Agency (EPA) which are both in the amount of$4,807.00. These 
checks fulfill the financial obligations in support of two amendments, to be registered under the 
company Virbac AH, Inc. (EPA Company Number 2382) Also attached for reference are copies 
of the EPA Fonn 8570-1 with infommtion on the registration of the two products with EPA. 

Should you have any questions about this payment, please do not hesitate to contact me via 
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fort Wmih, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 175
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Zc!z 401 M Street, S.W. 

WASHINGTON D.C. 20460 
reporting hurd en for this collection ofinlbrmalion is cslimalcd to average 0.25 hours per response for rcgislratiOlt aCiivitics and 0.25 hours per response 

. includiug time for reading the instruction and completing, the ncccssmy fonns. Send comments regarding the burden estimute or any olhcr as peel or this 
m of information, including suggeslions for reth1cing the burden to Din..'Clor: OPPE lnfonnmion Managcmclll Division (2137) U.S. Envin:mmcnlal Protection Agency, 401 M Sll-cd, S.W., 

. [)C 20460. 0(1 not send the fonn to lh_i_s address. 

I Vi"(b~c AH, Inc. 
POBox 162059 
""" Wnrth TX 76161 

:>.1600 
:>.1620 
:1.1650 
:>.1670 
.1700 

J.ISOO 

830.6314 
830.6315 
830.6316 

830. 
Sign~<un 

v Test 

i!.JL ~ 

lld I'Jj'l<f ''" 

~t Identity and 
fM 
fPc 

"ol 

L_?~?:~t( 

Odor 
\ Mclal ::.raoutcy 

c. Submil 

DATA 

I New. 

I New 

1 Prodnd: 

EFFIPROt PLUS TOPICAL SOLUTION FOR DOGS 

I Yirbac AH, Inc. 

I Virbac AH, Inc. 
, Inc. 
, Inc. 
, Inc. 

I, Inc. 
!, Inc. 

I Virbac At~ 

1 Yirbac AH, Inc. 

irbac AH, In~;. 
1 Name and Title 

Craig Parks 
Vice Prcoidclll, Rcscar<.:h & Development 

Agone)-' 

OWN 

OWN 
OWN 
OWN 

~~:N 
~ 

JWN 
INi< 

"Cupy 

I Dale 
D~-cembcr 

:'C, ~Gll 
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Fonn 1\ppm,·od O~ll! No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:az 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Papem·ork Reduction Act 1'\oti~c: The p11blic repo11iug burden for this collection of iuforma1ion is estimated to average 0.25 hours per rcsjlons~ for registration activities and 0.25 hours p~r response 
for reregistration and special review activi1ics, including time for reading the iuSJrucllon and complctiug the IICCC!;Sa!)' rorms. Send comments regarding the burden cstima1e or any other asjlCCt of this 
collection of infonnalion, including suggestions for reducing the bnrdcn to Director: Ol'PE lnfonnation Managemcm Division (2137) U.S. Enviroumcntnl Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do uot sc11d 1he lhnn to this address. 

DATA MATRIX 
Dille December 20, 2011 EPA Rc . No./Filc S mbol 23ti2-TBA Pug~ 2 of9 
Applicanl's/Registrant's Name & Addr~ss Product: 
Virbac Al-l, Inc 
1'0 13ox I 62059 EFFIPR04 PLUS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 
111 rcdiem: Fi ronil. P ri roxvfen 
Guideline ReiCrencc Number Guideliue Study Name MRID Nuu1hcr S11bmittcr Status Note 

830.7100 Viscosity New Submission Virbac AH, Inc. OWN 
830.6319 Miscibility Virbac AH, Inc. NR 

830.6320 Conosion characteristics To be conducted Virbac AH, Inc. OWN 
830.6321 Dielectric breakdown voltnge Virbac AH, Inc. NR 

830.7000 H New Submission Virbac AH, Inc. OWN 
830.7300 Dcnsit , bnlk densi , or s Jecific ravit New S11bmission Virhac AH, Inc. OWN 
830.7320 Particle Size distrib11tion Virbac AH, Inc. NR 

40 CFR 158.340 Toxicolo y Data Re uircmcnts 
870.1100 Acnte oral toxicity New Submission Virbac AI·/, Inc. OWN 
870.1200 Acnte dermal toxicity New Submission Virbac AH, Inc. OWN 
870.1300 Acntc inhalation toxicity Waiver requested Virbac AH, Inc. 

870.2400 Primar c c irritation New Submission Virbac AH, Inc. OWN 
870.2500 Prima dcn11al initation New S11bmission Virbac AH, Inc. OWN 
870.2600 Dermal sensitization New Submission Virbnc AH, Inc. OWN 
Signature Name and Title Dutc 

~u 
Craig ]'arks December 
Vice Prcoidc111, Research & Development 20,201 I 

' • -·---
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& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

1e puc 
•'"'·-··~- and special review activilic,, ... ~·-· 

· m ofinl"onnmion, includ;n~ '"~~"'<tinn~ fnr • 
~ ~·~ ~ 

, DC 20460. Do nol send I he fom11o I his address. 

I 
'"'1'1'"'·~'" "'"'"~' 
Virbac All, Inc 
PO Box !62059 
Fnn Wnrth TX 71\11\l 

~ .... -- .... 
810.3300 
810.3300 
810.3300 

~Address 

Dog safety 

Dog safety 
Dog safety 

Dog safety 
Dog safety 
Dog safetv 

810.3300 Efficacy 
'll Q.3300 Efftcltcy 

0.3300 Efficac 

~~ 

WASHINGTON, D.C. 20460 
'n far this collection of in!"onnation is cslimated tu average 0.25 haurs per response /Or regislralion activitic~ and 0.25 hour!; per response 

; the inslmclion and completing the necessary fomts. Send commenls regarding I he burden estimale or any olher a~pect of this 
to Dircclor: Ol'l'E lnl"ormalion Management Division (2137) U.S. Environmentall'mteclion Agency, 401 M Street, S.W., 

DATA MATRIX 

·-----·-~ 

~3612601 

~4900902 

rm rm 

I Prod11ct: 

EFFll'ROt PLUS TOPICAL SOLUTION FOR DOUS 

Mcrial 
Mcrial 

I Mer 

rbac AH, Inc. 
I Mcrial 

Name and Tille 
Craig Parks 

v. Ltd. 

Vice President, Re:;cmeh & Development 

OL 
OL 
OL 

I PA" 

Ia 

OWN 
OL 
OL 

m L 
L 

Date 
, De'"~'l•ber 
I 2(', 2J; j 

I 
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:& 

I 
Virbac Al-l, luc 
PO Box 162059 
r ___ "'- ··h TX 7616 

Y and~ 

810.3300 
S I 0.3300 

I slo.33oo 
).3300 
l.3300 
l.3300 
).3300 
).3300 

Lslo.33oo 

n Act Notice: ... 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20A<n 

c reponing b11rdcn lOr til is collection ori11rormation is cslimalc\1 10 <lvcrage 0.25 h<Jurs per rcspousc lOr registration ac1ivi1ies ami 0.25 hours per response 
,,.. ;,~1.,.-1;,~' ;,,,. f'"" """.-1;,~ 'h" instmction ami completing the necessary lbnns. ScmJ comments regarding the burden cslimalc or any olhcr aspcCl oflhis 

... , '"~"'u'"b ""b!O~"'""'~ •v• ·~u .. dng the bur\lcn 10 Director: OI'I'E liiiOml<llion Mnuoge1ncnt Divisioll (2137) U.S. Enviromllcntal Protection Agcucy, 40 I M Street, S.W., 
Do nm scn\1 the 1\Jrm to this address. 

~ A\ldrcss 

I Efficacy 
, Efficacy 
i Efficacy 

Efficuc 
Efficae 
Efflcac 
Efficacy 

DATA MATRIX 

1 1'1\ldllct: 

EFFIPRO" PLUS TOPICAL SOLUTION FOI~ DOGS 

Merial 
Mcrial 

I StalUs 

OLD 
OLD 
ILD 

101 l Mer" 
Mer• 

\OL_ 
OLD 
PUBL 

I 44900904 
)20601 

. ~.1ding; snbmitted with 
Effipro Plus Cat 
A 1 lica · 
New~ 

. Inc. 

\OWN 

~4-L 
\1 Title 

Craig Parks 
Vice Presi\lcnl. Rcsc:1rdJ & Dovdopmcnl 

j Dale 
Dcccnlbcr 
20. 2011 
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Form ,\Jlllr<"'<d O~JB No, 2Q70·0060 

:& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

I 
rnp 
l'or 1 

"uuvuuuuvll, lnC!UUIIlg SJJggCSI!OIIS f\Jll 

,_ IX' ?:041i0. Do not send the form 1 

J-\hm~uuo >< "~5 

Virbac AI-!, Inc 
PO Box 16205'J 
F011 · 

'sNamc, 

~'"v"~ 

,_,_,vv Efficac 
Efficacy 

810.3300 Efficac 
810.3300 
810.3300 
810.3300 

•,.>.>VV 

810.3300 
810.3300 Efficacy 
810.3300 Efficao;y 
810.3300 Effi< 
810.3300 Effi( 
8JO.:nnn l::f'f;, 

UIV,.J.JUU 

810.3300 Efficac 
81 0. Efficac 

3ign~IU" 

~JL 

y Numc 

WASHINGTON, D.C. 20460 
~clion of informmion is eslimaled to avcrnge 0.25 hours 1 rcspousc 

and con1p!eling the necessary fonns. Send commcnl~ regarding I he burden c~1ima1c or any olhcr :1spcct of this 
10 Dircclor: OPPE lnf01malion Mauagcmcnl Divisioll (2137) U.S. Environmcnlal Prolcclion Agcncy, 401 M Strccl, S.W., 

DATA MATRIX 

1 wJRID Nllilibcr 

I 449420 I 

51270 
51850 
620501 

·~"-"~ 

45620504 
45620~ 

45620~ 

~J~---. v 

45628104 
4562810 

6019~ 

0019~ 

Producl: 

EFFIPRO~ PLUS TOPICAL SOLUTION FOR DOGS 

Mcrial 
Mcrial 

Merial 
Mcrial 
Mcrial 

Mer" 
Moe 
Mcri 

I Merial 

I Name and Title 
Craig Parks 
Vice Presidenl, Research & Devc!oiJ!llelll 

I SIUIIIS 1 No1e 

!PAY 
!PAY 

AY 

PA 

PAY 

PAY 
PA 

I Dale 
De~ ember 
20, 2011 
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Furm ,\ppn>wd O~IU Nu. 2070-006U 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~% 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Rcduc!iou Act Nolicc: The public reporting burden lOr !his collc~!ion of in lOnna! ion is es!ima!cd !O avcrngc 0.25 hours per response for rcgis!m!ion ac!ivi!ies and 0.25 hours 11er response 
for rcrcgis!m!ion nnd special review activities, including lime for reading 1he "ms!ru~!ion and completing I he n1.:cessmy forms. Send conuncn!s regarding !he burden estimate or any o!hcr a spec! of!his 
collccliou ofinlbrma!ion, including :mgges!ions l"or reducing !he b11rdcu !O Dircc!or: OPI'E lnfonna!ion M(magemcn! Division (2137) U.S. Environmental Prolcc!ion Agency, 40 I M S!rec!, S.W .. 
Wushin •!on, DC 20460. Do nm send !he lbnn !o !his address. 

DATA MATRIX 
Dale: December 20, 21lll EPA Rc '· No./file Symbol 2382-TI3A !'age 6 of9 

APillican!'s!Rcgis!ran!'s Name & Address Product 
Virbac Al-l, Inc 
PO Box 162059 EFFII'ROt PLUS TOPICAL SOLUTION FOR DOGS 
1'011 Worth TX 76161 
In •redicn!: Fi runil, P ri 1rox ICn 
Guideline Guideline S!Udy Nnmc MRIDNnmbcr Submi!lcr S!a!Us Nolc 
Reference Number 

Child Resistant Packa •inJ..[ 
40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml walcr, I 48095221 Virbac AH, Inc. OWN 

applicator t11bc test for Child-Resistant Effectiveness 
40CFRI57 Evaluation of the 3 1111 Applicator Tube with I J4 ml water, 6 48095222 Virbac AH, Inc. OWN 

ann I icators t11bc test for Chihl-Rcsistnnt Effectiveness 
40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 36 48095223 Virbac AH, Inc. OWN 

ap]llicalors l11bc test for Child-Resistant ElTcctivcncss 

40 CPR 157 Evaluation of the 3 ml Applicator Tube with I J4 ml water, I 48095224 Virbac AH, Inc. OWN 
applicator tl•bc test for Senior-Usc Effectiveness 

40 CPR 157 Evah~ation of the 3 ml Applicalor Tube with 1.34 mlwater, 6 48095225 Virbac AH, Inc. OWN 
applicators tube test for Senior-Usc Effectiveness 

40 CFR 157 Evaluation of the 3 ml Applicator Tube with 1.34 ml water, 36 48095226 Virbac AH, Inc. OWN 
applicators tube test for Senior-Usc Effectivct!css 

40 CFR 157 Evaluation of the 3 ml Applicator Tube wilh 2.68ml water, I 48095227 Virbac AH, Inc. OWN 
npplicator tube tcsl for Chi ld-Resistaul EftCctivcness 

Signn1ore N•unc and Tille Dale 

~ ·d.L Craig Parks December 

~ 
Vice Prc~idcn!, Research & Devclllpmen! 20,2011 

r,p •\ l'omt ~5"10-35 t9·97) !'!~'""'"""""!>on.~ VM<inn• ·ho,hh!r ~nhmh ~nlv !>.>no••,•o•mnn .,,pet ,,, iy l',lP• ,\,•onn· llltornalll"' Co>m Ill" ~cncy 
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Fur<"' Q, 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 

I ii;~rl ···" 

n Act Notic~: Th~ l 
·ccial review a~·· 

..... __ ••.•• 11, including sag" ___ _ 
11, DC 20460. Do nm send lit~ fo 

D;llc: Doxcmber 16.201 
Applicanl 's/Regislmnt's Nome 
Virbne Al-l, Inc 

· 1g burden [ 
------- .. a lin· 

IS ror F .. 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

""b~ "•-'-'·' ""u'~ v~• ov.· 
lbe inslru~lion ~nd completing I he ucccssol)' lbnrrs. Send comment" 

Dircclor: Ol'l'E lnrormalion Manngcmcnt Division (2137) U.S. " 

DATAMA' 

Producl: 

..... ""u'" 1-''" response 
estimale or any otlter aspect of this 

l'rot~clion Agency, 40 I M Strec1, S. W., 

1'0 13ox 162059 EFFII'ROt l'LUS TOPICAL SOLUTION FOR DOGS 
Fori Worth TX 7616! 

Reference N!m1bcr 
40 CFR 157 

40 CFR 157 

140 CFR 157 

40 CFR 157 

40CFRI57 

40CFR157 

40 CFR 157 

40 CFR 157 

. -~----····· 

~JL 

3 ntl Applicator Tube with 2.68 ml water, 6 
;t for Cltild-Rcsistant Effectiveness 

11 of the 3 ml Applicator Tube with 2.68 ml water, 36 
;t forCitil"-

e 3 ml Applicator Tube with 2.68 ml water, I 
est for Senior-Usc Effectiveness 

........ c 3 ml Applicator Tube with 2.68 ml water, 6 
·s tube test f0r """ior-11 .,~ .. 

no(the3ml ,, 
applicators tube test forSt 

n of the 6 ml 
·tube test for 1 

n of tire 6 ml 1. 

-s tube test for Chim----cof the 6 mi .. ,., 
't fnrrl 

r, 36 
Effectivc1tcss 

It 4.02 ml water, I 

· li 4.02 ml water, 6 

· It 4.02 ml water, 36 

:. Submit only l'op01 '""'""-

1 MRID Number ,,. Stall IS l Note 

Virbac AI-:!, Inc. OWN 

Virbac AH, Inc. OWN 

Virbac AH, Inc. OWN 

48095231 Virbac AH, Inc. OWN 

Virbac AH, Inc. OWN 

Virbac AH, Inc. OWN 

Virbac AH, Inc. OWN 

48095235 Virbac AH, Inc. OWN 

"itlc Dale 
Craig Parks December 
Vice Presidenl, Research & Devclopmcnl 20,2011 

oCup;· 
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Forn> ,Jpprowd O~lll No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
9J 
;~La 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
raJ1crwork Rcduclinll Ad Nmicu: Th~ public rcporling bmdcn lOr 1his culkclion ofinfonnalion is cslimulcd lo avemgc 0.25 lwurs per n:spnnsc for regis1ra1ion aclivilies and 0.25 hours per response 
for rcrcgislrJlion and special rcvicJV ac1ivilies, including lime lOr reading I he inslruclion and compk"ling I he necessmy fom1s. Send connnems regarding I he burden eSlimalc or any mher as peel oflhis 
colkc1ion ofinfonnmion, inch1ding Sl1ggcslions for reducing 1hc burden 10 Dircclor: Ol'PE lnfonn;11ion Manngemem Division (2137) U.S. Environmenlnl l'roleclion Agency, 401 M S1re~"l, S.W., 
Washin!,.'lon. DC 204fi0. Do no1 send I he l(mn 10 lhis address. 

DATA MATRIX 
l)me: D«:embcr 20, 2011 EPA Re . No./File Symbol 2382-TBA Pogc 8 of'J 

Applicanl's/Regislram'~ Nume & Address Producl: 
Yi1·bnc AH, Inc 
ro Box 162059 EFFI PRO~ PLUS TOPICAL SOLUTION FOR DOGS 
Fo11 Worth TX 76161 
In rcdiem: Fi ronil. I' ri rox. fen 
\tuidelinc Gt~idcline SlUdy Nnmc MRID Nmnbcr Sllbmil1cr SIU1US Nole 
Reference Nl1111ber 
40 CFR 157 Evaluation of the lml ~pplicalor tube with 0.67 ml water, I 48410001 Virbac AH, Inc. OWN 

applicator tube test for Child-Resistant Effectiveness 
40 CFR 157 Evah1ation oflhc lml ilpplicnlor tnbc with 0.67 ml water, 1 48410002 Virbac AH, Inc. OWN 

applicator tllbe lest for Senior-Use Effectiveness 
40CFR 157 Evalllalion of the lml npplicalor lllbc with 0.67 ml water, 6 48410003 Virbac AH, Inc. OWN 

applicator tube lest for Child-Rcsist.Hnt Effectiveness 
40CFR 157 Evah1ation of the lml applicator tube with 0.67 ml water, 6 48410004 Virb:1c AH, Inc. OWN 

applicator ll1bc lest for Senior-Usc Effectiveness 

40 CFR 157 Evahmlion of the I ml applicalor tube with 0.67 ml water, 36 48410005 Virbac AH, Inc. OWN 
applicator tube test for Child-Resistant Effectiveness 

40CFR 157 Evaluation of the lml applicator tube with 0.67 ml water, 36 48410006 Virbac AH, Inc. OWN 
applicator tube lest for Senior-Usc Effectiveness 

40 CFR 157 Evaluation of the I ml applicator tube with 0.67 ml water. 3 48410007 V irbnc AH, Inc. OWN 
applicator lube test for Child-Resislanl Effectiveness 

40 CFR 157 Evaluation of the I ml applicator tube with 0.67 ml water, 3 48410008 Virbac AH, Inc. OWN 
applicator ll1bc lest for Senior-Usc Effectiveness 

40CFR 157 Evaluation of the 3m! ap11licator tt~bc with 1.34 ml water, 3 48410009 Virbac Al-l, Inc. OWN 
applicator lllbc lest for Child-Resistant Effectiveness 

40 CFR 157 Evaluation of the 3m I applicator tube with 1.34 ml wntcr, 3 48410010 Virbac AH, Inc. OWN 
applicator tube test for Senior-Use Effectiveness 

40 CFR 157 Evaluation of the 3m I applicator l11bc with 2.681nl water, 3 48410011 Virbac AH, Inc. OWN 
applicator tube lest for Cl1ild-Resistant EtlCctivcness 

Sigun111rc NalllC <llld Tille Dale 

~JL 
Cmig Parks Dceclllber 
Vice l'rcsidenl, RcseMch & Dcvcloplllent 20,2011 
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F~rm A(>(orO\'Cd O~lll Nu. 20711·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~z 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Papcn\'Ol"k Rcduclioll Acl ~alice: The public rcporling burden for this eollccliou ol"informalion is es1imated 10 average 0.25 ho111-s per response lOr regimalion nctivilies and 0.25 huur:; per response 
lOr rcregistmlion and specinl review activities, including lime lOr reading l11e instruction und eomplc1ing tile necessary form>. Send comments regarding I he burden eslimalc or any other <~spec! of this 
collection ofinformnlion, including suggestions for reducing l11e burden to Director: OPI'E lnfonnalion Mnnngcmenl Di'lision (2137) U.S. Environmental Pl"(llCClion Agency, 401 M Strce1, S. W., 
Washington, DC 20460. Do nol se11d the l"onnlo !his a\ldress. 

DATA MATRIX 
Date December 20, 2011 EPA Ro . No.lf'ilc S mbol 2J82"TBA l'ago 9 ol"9 

Applicant 's/Regislranl's Nmne & A dUress ProUuct: 
Virbac AH, Inc 
PO Box l6205'J EI'Fil'ROt PLUS TOPICAL SOLUTION f'OR DOGS 
f'onWonhTX7fil6l 
ln rcdienl: Fi ronil, l'ylijJrox l'cn 
G11idcline Guideline Study Name MRIDNumbcr SHbmiller Sial US N\>le 
ReJ'crenee Number 
40CFR157 Eval11atiou of the 3m I applicator 111be with 2.68 ml water, 3 48410012 VirbaeAH,lnc. OWN 

applicator t11bc test for Senior-Usc Effectiveness 
40CFR157 Evaluation ofthc lmlapplicalor tube witll4.02 ml water, 3 48410013 Virbae AH, lnc. OWN 

anolicator tBbe lest for Child-Resistant Effectiveness 
40CFRI57 Eval11ation of the lml applicator tube with 4.02 ml water, 3 48410014 Virbac AH, [nc. OWN 

applicator tBbe lest for Senior-Usc Effectiveness 
40CFR 157 Evaluation oft he 3m! applicator tube with 2.68 ml water, I 48410015 Virbac AH, Inc. OWN 

applicator tube lest for Senior-Usc Effectiveness 
40 CFR 157 Evaluation of the 3m! applicator lube with 2.68 ml water, 36 48410016 Virbac Al-l, Inc. OWN 

applicator lUbe lest for Senior-Usc Effectiveness 

40 CFR 157 Evaluation of the 6ml applicator lube with 4.02 ml water, 6 48410017 Virbac AH, Inc. OWN 
applicator lllbe lest for Senior-Usc Effectiveness 

Signnlure Nnme and Tille Dale 

d-;JL Cr.~ig Parks December 
Vice President, Research & Development 20, 2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
w D.C. 20460 

completing the necc:;oury forms. 
the burden to Dircc1or: OPPE lnformation!VIanngcnJCnt Division (2137) U.S. 

p<:r response 
or any other asp<:ct of this 

Protection Agency, 401 M Slrcct, S.W., 

·.-"a .. " 

EFFtt'RO"' PLUS TOPICAL SOLUTION FOR DOGS 

Craig l'a•-ks 
Vice President, Research & Devclupmcn! 

December 
20,2011 
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IL;tL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

the burden to (2137) u.s. l'rotcction 

EFF!PRO~ PLUS TOPICAL SOLUTION FO!~ DOGS 

Craig Parks 
Vice !'rc&idcnt, Rcsca1ch & Development 

December 
20,2011 
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<)4,,0-

d-_;.4:-L. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

'" l.25 hour~ per re:;p~nsc for rcgistnuiou actiritico aud 0.25 n~uro per rcspom;c 
for rcadiug the iustruction a~d completing the necessary forms. Send comments reg:mding the burdcu cstimmc or any other m;pccl of thi.:; 

burden tn Dircctnr: Ol'l'E lnfor111mion Management Divioin•t (2137) U.S. Env roumcutall'rntcction Agency, 40 I M Street, S.W., 

EFFII'RO'\' l'LUS T01'1CAL SOLUTION FOR DOGS 

Craig Parks 
Vice Prcs.idcut, Rcscardl & Dcrclopmcnl 

December 
20,2011 
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~d.L 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

conuacnts 
(2 !37) U.S. Envirumncntal Protection Agency, 

EFF!!'HO" PLUS TO!' !CAL SOLUTION FOR DOGS 

Craig Parks 
Vice President, Resc;>rch & Development 

December 
20, 20!! 
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L;iL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
w D.C. 

per rc~pun~e 
burden estimate or any other aspect of this 

Protect inn Agency, 40 l M Street, S.W., 

EFF!PRO~ PLUS TOPICAL SOLUTION !'OR DOGS 

Cmig Parks 
Vice President, Rcscorch & Development 

December 
20, 20!! 
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~4-L 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 

and completing lll~ nc~~s;my fnrms. Send 
ICSpOIISC 

bunkn c,;timutc or UIIY oll1cr aspect of this 
. DPPE IHfonHalion Mm1agcmcllt Division (2137) U.S. Jlrolcclion Agency, 40 I M Street, S.W., 

EFFIJ>ROk· PLUS TOPICAL SOLUTION FOR DOGS 

Craig J>urks 
Vice l'rcsidcllt, Rc,;cnrch & Dcvclojlmcnl 

December 
20,2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street 
w 

U.S. Environmental Protection M Street, S.W., 

EFI'I!'RO" !'LUS TOPICAL SOLUTiON FOR DOGS 

Cmig Parks 
Vice !'resident, Rcscmcl1 & Dcvclopmcut 

StahiS 

December 
20,2011 
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& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

rcsponoc 
for rc~ding the instmction and complctiltg the necessary fom~>. Send comments reganling the burden 
the burden to Director: OI'PE lntOrmation Management Di\'ision {2137) U.S. Environmental Protection 

EFFII'RO~ PLUS T0111CAL SOLUTION FOR DOGS 

Name 
Craig Parks 

Inc. 

Vice Presi<.lcnt, Rcsea1~1l & Dcvclojlm~lll 
December 
20,2011 
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& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

instruction ~nd completing the 
Director: OPPE Information MJnugcmcnt 

s per response 
c burden estimate or uny other a;pcct ofthi; 

Encironmcmal Protccti<m Agency, 40 I M Street, S.W., 

EFFII'RO~ PLUS TOPICAL SOLU'rtON FOR DOGS 

Craig l'arks 
Vice Pre~ident, Rescmch & DcvclojlllMll 

D~tc 
December 
20,2011 
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Fom1 ,IJlJlllll'<d OMill\11, 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~~2 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Noli~~: The public rcp011iug borden lbr tllis cullectioo ofioformntiou io co1ima1ed to average 0.25 hours per tesponse for registration activities and 0.25 houP.> per rcspons~ 
lbr l"l.'fegistmtion and special review ~cti~itics, includiug time for reading the instmction nnd completing til~ necess~ry forms. Send comments reg~rding the burden cslimate or any other aspect of this 
collection ofiofonnation, including suggestions for reducing th~ burdc11 to Director: OPPE lnfonnation Management Division (2137) U.S. Environmcmal Protection Agency, 401 M S1ree1, S.W., 
WashiMtou, DC 20460. Do not send the fom1 to this nddress. 

DATA MATRIX 
Date: Au u~t 23.2011 EI'A Rc Ntc/File S mbol 87825-R Page I of6 
Appli~ant's/Registr:mt's Name & Add russ Product: fipronil T~chnicnl 
Virbac SA 
I ere WiCOIIC 2065 M - LID 
f-OP51 6 Cnrros, France 
In redicm: l'i ronil 
Guideline Reference Number Goidctinc Slud Name MRlDNumber S11bminer Stalus Nolc 
Product Chemistry Test Guidelines 
830.1550 Product ltlcntity and Composition 48095240,48449201 Virbac. OWN 
830.1 GOO Description of Materials Used 48095240 Virbac OWN 
830.1620 Dcscri lion of Production Process 48095239 Virbac OWN 
830.1650 Descri tion of Formulation Process 48095239 Virbac OWN 
830.1670 Dcscri lion of Fom1ation of lm uri tics 48095240,48449201 Virbac OWN 
830.1700 Prclimimt Anal sis 48095241 Virbac OWN 
830.1750 Certified Limits 48095240,48449201 Virbac OWN 
830.1800 Analytical Method 48095242 Virbnc OWN 
830.1900 S11bmittal of samples Virbac N/A 
830.6302 Color 48095240,48095243 Virbac OWN 
830.6303 Ph 'sica! State 48095240,48095243 Virbac OWN 
830.6304 Odor 48095243 Virbac OWN 
830.6313 Accelerated Storage Stnbilit -Mewllons 48095243 Virbnc OWN 
830.6314 Oxidation/reduction 48095239 Virbac OWN 
830.6315 Filmlmnbility 48095239 Virbnc OWN 
83o.6316 E:-; lodabilit 48095239 Virbac NR 
830.6317 I Yr. Storage Stability Virbac OWN See note 

I pogo 2 
Signature Name and Tille . Date 

.~t \••"<·-
Jean-Pascal Marc Aug11>t 23, .... Corporate Product Innovation Director 2011 Ui 

HA fO<m ~5 7().1$ t9·97) lil<<:<><m;,o 01ld ropC>' Ve>~klUs Acaibbl<. S»bm• o»ly Popc-r ,·cr;ion. . - ·\g~nc~· ~~~~ .. ;;;;1 li;O Col'Y 
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Fonn AI'I"Ol'O~ OM II t'u. 2071}.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~a 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
PllJl~ll·ork Reduction Act /lioticc: The public reponing burden for I his collection nl"inlbnnaliou is estimnled to average 0.25 hours per response for regis1ra1io11 activities and 0.25 ho11rs Jler response 
lhr rcrcgistr.niou and sped a I review activities, including lime for reading lh.e instmclion and completing lh.e necessary forms. Scud comments regarding the burden estimate or any other aspecl ol"this 
collection of information, includiug suggestions for rcd11cing the bmdcn to Dircclur: OPPE lnfornmlinn Mall(lgcmcnt Divisiun (2137) IJ.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send lhe fonn to this address. 

DATA MATRIX 
Dale Au usl 23.2011 EPA Rc' No./Filc S mboi87825-R l'"ge2ol"6 

Applicant's/Rcgislmul's Name & Address Product: l'ipronil Technical 
Virbac SA 
I ere avenue 2065 M - LID 
1'-06516 Carros. France 
111 n..'dicnt: Fi ronil 
Gnideliue Rcl"ercnce Number G11ideline Slndy Name MRID N!m1ber Sllbmilter Status No1e 

830.6318 Yiscosit Yirbac NIA 
830.6319 Miscibilit Virbac NIA Solid 
830.6320 Conosion characteristics Yirbac OWN Sec note 

I P"g" 
830.6321 Dielectric breakdown voltage Yirbuc NIA Waived 
830.7000 H 48095247 Yirbac OWN 
830.7200 Melting Point 48095249 Virbac OWN 
830.7300 Density bulk density or s ccific 'ravity 48095250 Virbac OWN 
830.7320 Particle Size Virbac N/A 
830.7050 UVNisible Spcctn1m 48095248 Virbac OWN 
830.7370 Dissociation constant 48095251 Vhbac OWN 
830.7520;830.7550; 830.7560 Och1no!/water partition coefficient 48095244 Virbac OWN 
830.7570 
830.7840;830. 7860 Solubility 48095245 Virbac OWN 
830.7950 Va or ressurc 48095246 Virbac OWN 
Signature Name and Tille Dale 

\\")'· . ..,.,,_ Jean-Pascal Marc Augusl 23. 
. (./1 Corporate Prod~1ct Lmovati..:.n :::i,c...:tor 2011 

EI'A I'"""' ~070·30 ~-97 Ekclronic a11d I'Jp~r Versions A,·oilablo. Submit only l'apcr ''"'"""· .\genry ""~•·n•l U"' Copy 

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion chnmctcristics data arc not required to be submitted unless specifically rcqueslcd by the Agency. Yirbac 
has initiated these studies and wi!! submit the fmal reports if rcqu"1rcd when the stndic~ arc completed. 
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£ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON. D.C. 

~lion Act Notice: Tile pnbli~ rcpv""'lS uuu.< 
and special review aclivilies, in,lnrt:,~ ,;~,. "'" n•·· I fo;'· ;ollo.:clioo ofin(onnalion is cstimalcd to average 0.25 ho11rs JlCr response lbr rcgislwlion aclivilies aud 0.25 hours per response 

I he inslruclion and comple1ing I he necessary fonm. Send conllliCiltS regarding I he burden cstimalc or any olher as peel ol"lhis 
oouvououoovu0 ou~ouuuoo, ~U56'-'0"v'IS for: 10 Dircclor: OI'I'E lul'omlalion Managcmen1 Division (2137) U.S. Enviroumcnlal Protcclion Agcuey, 401 M Slrccl, S. W .• 

• DC 20460. 0(1 1101 s••.,rllh" fhrm to --- ···---

DATA MATRIX 
Owe: All 'liSt 23. 2011 EPA Re No./Filc S Jboi87825-R Page 3 of6 

Applic:ult's./Rcgistrant's Nm11e & Address Prod11ct: Fipronil Tcchni~al 
Virbac SA 
!ere aven11e 2065 M - LID 
F-tl6516 Cunos. Fnm~c 

R 1SR.340 
1 81o.11oo 

f.-= 
~ 

0.240( 

870.6100 
870.6100 
870.3!00 

j8T:i 

~" 

Acute oral toxicity 

"Y eye i 
Primary dcrmHl 
Dcrm:11 

0-day oral toxicity­
!1-day dermal toxicity 
90-d:Jy dermal toxisill::_ 

ty-
ty to Rats by Acute Oral 

.'.) 1.'~"-u: 
·u><ll'opc~ Vo.-.ioos ,\vail.1bk 

2918629 
3235402 
2918631 

·-- ... vv 

4291863: 
4355950 
4291864: 

DATA GAP 
4329 

14443!8( 

I BASF 

IASF 
I ASF 
I ASF 

BASF 
BASF 
BASF 
IASF 
IASF 
I ASF 

I BASF 
BASF 
BASF 
BASF 
BASF 

I Name and Title -
Jcau-P,1scal Marc 
Corporate Product Innovation Director 

I OLD 

Till 
Ol 
Ol 

Ol 
OLD 
GAP *Sec below 

PAY 

••I ll,,o CUJ)}' 

I Dale 
Aug11st 23, 
2011 
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Funu ,\ppm>·ed o,llll Nu. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
P11perwork Rcductiou Act Notice: The puhlie reponiug bnrden for this collectioll of information is eslimalcd lo average 0.25 huun; per response for regislraliou activities and 0.25 hours per response 
tOr reregistration and special review aclivitics, iucluding time for n.'lldiug the instruction and completiug the necessary fonns. Send comments regardiug the burden estimate or any other asped of this 
collection nfinfomwtion, including 1>11ggeslions lOr rcdl!dng the burden to Dircclor: OPPE lnfomwlinn Munugemenl Division {2137) U.S. Environmental Prolcclion Agency, 401 M Street, S.W., 
Washington. DC 20460. Do not send the formlo this address. 

DATA MATRIX 
Date Augnsl23. 2011 EPA Re• No./File Symbol ~7825-R l'agu4of6 

Applicnut's!Regi~lrant's Name & Address Producl: Fipronil Teclmicnl 
Virb~c SA 
I ere avenue 2065 M - LID 
F-06516 Canos. France 
lngrcdicnl: Fi ronil 
Guideline Rcl'ercnce Nnmber Guideline Study N~me MRID Nllmbcr Submillcr Sl<HilS Note 
40 CFR 158.340 Toxicolo~y Data Requirements (Continued) 
84-2 Structural chromosomal abetTdtion 42918680 BASF OLD 
84-2 Structttral chromosomal abcrratiotl 42918653 BASF OLD 
84-2 Other genotoxie effects 42918651 ;42918653 BASF OLD 

43501703 

85-11870.7485 General metabolism 42918655 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF PAY 
85-1/870.7485 General metabolism 43737308 BASF OLD 
85-1/870.7485 General mct:~bolism 42918654 BASF OLD 
85-1/870.7485 General mcwbolism 42977904 BASF OLD 
85-11870.7485 General metabolism 43253701 BASF OLD 
85-2/870.7600 Dermal pet tetration 43737308 BASF PAY 
85-71870.7600 \mmunotoxicity DATA GAP GAP *Sec below 

40 CFR 158.490 Wildlife and A uatic Or anisms Duta Re uiremcnts OLD 
71- l/850.21 00 Avian oral LD 50 mallanl or bobwhite 41918617 BASF OLD 

42918616 ---
72-1/850.1075 Freshwater fish LC 50 rainbow or 42918624;42918673; BASF OLD 

blnegill 42918674;42977902 OLD 
43279703;43291718 OLD 

SignJllll"C Name .. ~>,t: Ti.J.. , Dale 

,,_,,,,_ Jcan·P~;sca\ r:lare August 23, 
Corpor:.t~ Prc.;:uct lr.no'<at:otl'Dircc.',m 2011 

~I' 11 l'urm 8570·35 (9:9iiEIOCtru·nlC·;;ndh~or Vcrsi""' ,\vailoblo. ~obatit Ullly P"P" "rsion. • ~Cl\C)' lt\!Ortlltl lise Cop~ 
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s!<Z 

''0'"'"~" and sp~.-~inl review activities, inch1ding tilne for reading the ins1ruction and completing !be necessary IOnns. Send comment:; regarding the burden estimate or nny other aspect of this 
m ofinl"onnmiou, including :mggcstions lbr rc;lndng the burden to Director: OPI'E ln(onnnlion Management Divi~ion (2137) U.S. Environmental Protection Agency, 40 I M Street, S.W., 

. DC 20460. Do not :;end the form to this addrcs:;. 

:All'lb,~. 

Virbnc SA 

. 'Jdcii; 
l-118~ 

3-1/870.4100 

v.·o~vv 

J.4200 
0.4200 

-.)1010.3700 
-'"~" -

-_, 

83-
84-
84-
84-2/870.5100 

·-2/870.51 00 
-2/870.5100 
·-2/870.5100 

.5100 

Chronic feeding 

Chronic feed in!!-

Gene 

Gene 

:.:J1i' _,._ 
'I,,IJio. ~oboui1 

DATA MATRIX 

MRIDNnm· 

4291864& 
45 

I 435o11o:: 
42918648 
42918646 
42977903 
"'"'"'""'"'"""' 

[29186 
132917 

32917: 
32917: 
3401102 

Product: Fipronil''" 

S11bmiu 

BASF 
BASF 

BASF 

OL 
I OLD 

BASF OLu I 
BASF PAY 

BASF 
BASF 
BASF 
BASF 
BASF 
BASF 
BASF 
BASF 
BASF 

Jean-Pascal Marc 
Corporate Product hmovation Director 

,\~cl\q 

OL 

I PAY 
OLC 
OL 

OLC 
OL 
OLC 

Cop)' 

1 Dmc 
Allgu>! 23, 
2011 
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l'<oru• ,lppoo,·cd 0.1 IB Nn. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\~·· 
~-,.":;? 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
PallCnl·ork Rcductiou ,\ct Notice: The public reporting burden lOr I his colic~1ion of iufonnalion is esllmated to average 0.25 hours per response for rcgistrminn aclivilics (llld 0.25 hours per rcspousc 
for reregistration and special review activities, iuel11diug time fur reading the instruction aud completing the necessmy lbnns. Send comments regardiug t!lC blirdcn eslimllle nr auy oilier aspect of this 
collection ofinfon11alion, "mdud"mg suggestious for reducing the burden to Director. OPPE lnfonmtion ManageniCIII Division (21 37) U.S. Euviromncnl<il Protection Agency, 401 M Slrcel, S.W ., 
Washi11g1on. DC 20460. Do nol send the rum1 10 this address. 

DATA MATRIX 
Dale: Au usl 23, 20 II E!'A Rc . Nu./File S •mbol 87825-R Page6uf6 
Applicant's/Rcgislraul's N<lllle & Address Product: Fip10ni! Technical 
Virbac SA 
I ere avenue 2065 M- LID 
F-06516 Carros, France 
In •rcdient: Fi ronil 
Guideline Rel"c1encc N11mbcr G11idclil1e Slud Nmne MRID Number S11hmiller Status Nolo 
72-2!850. I 0 I 0 Acute LC 50 freshwater invcrlcbratcs 429!8625 BASF OLD 

(Da 1fllli(f 1/W 'II G) 

Acute LC 50 freshwater invcrlcbratcs 429!8669 BASF OLD 
(Daolmia 111(/211(1) 

Acute LC 50 freshwater invertebrates 429!867! BASF OLD 
I (Da~lllda IIW.('1W) 

Act1tc LC 50 freshwater invertebrates 4329!7[9 BASt= OLD 
(Da?/lllia lliG.!!lW) 

835.21!0 H drol sis 42977905 BASF OLD 
40 CFR 158.390 Reentry 
Protection Data Requirements 

!33-3 Dermal ex osurc- Fi ronil 44433302 Merial PAY 
133-4 lnhalatiou ex osurc- Fi ronll 44433302 Mcrial PAY 
!32-1 Dislod"eablc rcs"1duc dissi ntion- Fipronil 44531203 Mcr·lal PAY 
NIA Dcnnal and inhalation exposure of 44433303 Merial PAY 

commercial pet groomers (Spot)- Fipronil 

NIA Analyticnl method for exposure studies- 44433308 Mcrial PAY 
Fiprouil 

Signamrc Nillne a1ld Tille Augus1 23, 

j·~- Jcnu-Pascnl Marc 201 I 

Corporate Product Innovation Director 

\:1',1 l'"m' a57G-J5j9-97 Elo<l<unic ood Popa Vm•nos A\·a;l,bl< Submu o"lyl'>ll<O' rmio ... Ago"c~· hncn.,lll;o COI'f 

* Pursn~nt to 40 CFR t52.'J6 (c), Virbac hereby certifies that Virbac has no basis to llclieve tilattilis rc1111irement is 11111 a dat~ ga11 and, furthc1·, that Virbac lias sent by certified nmil to all cumpanics 
on the cu1'rcnt EPA D~ta Submitters List for fipronil a letter requesting thatthe COillpany idcutiry, within 60 days of receipt, any valid study that would fulfill this data requirement. Once this 60-day 
pCI'iod expires, V1rbac 1v'i!! update the Agency us to tile 'mformation, '1f auy, Virbac receii'CS ·m response to this "d:lla gap" letter. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 

average 0.2511ollrs per rcsponoc lhr registrati011 aclivilics ;md 0.25 liolll~ per respo11se 
for reading tbc instmction and completing the ncccosary IOmJs. Send commcnls regarding tile burden estinwte or m1y otl1cr aspect of this 

tltc burden to Director: OPPE lnfommti011 Management Division (2137) U.S. E11viron11!cntnl Proteclio11 Agency, 401 M Street, S.W., 

DATA MATRIX 

.,, . ..,.-: 

Jean-Pascal Marc 
Corporate Product Innovation Director 

A11gust 23, 
2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

lo average 0.25 hour:; pa response for n:gislralion activities and 0.25 hours per response 
nnd ~omple1ing !he necessary forms. Send comntents regarding !he burden estimate or any other aspect oflhis 

·· OPPE lnf01ma1ion Managcmo.:nt Divioion (2137) U.S. Enviwnmcntal Prolcclion Agency, 401 M Slrccr, S.W., 

Corporate Product Innovation Director 
August 23, 
2011 

Note: 830.6317 and 830.6320: Per Agcucy policy, storage £!ability mtd conosion characteristics data arc not required to be submitted unless specifically requested by the Agency. Virbac 

has initiated these studies and will submit the final reports if required when !he studies are completed. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

'• '·"<--

401 M Street, S.W. 
w D.C. 20460 

_ response 
lOr rending the instru~tion and comrk'ling the necessary forms. Send comments regarding the bllrdcu estimate or any other aspcCl or1his 

the burden to Din:ctor: OPPE lnfonnalion ivlanagcmcut Division (2137) U.S, Environmental Protection Agency, 401 M Street, S.W., 

Jc~n1-Pascal Marc 
Corporate Product Innovation Director 

PAY 

AUgJISI 23, 

2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

40I M Street, S.W. 
\J~T()N 

Fur"' Ai>ir<<»C'I OM!l No. 2070·UIIf•O 

per rc&ponsc !Or rcgislnltion uclivi!ic~ and 0.25 hollrs per response 
time for reading the instruction and completing the necessary lbnns. Send commcliiS regarding the btJrdCIJ estimate or any mhcr aspect of this 

"n to Director: OPPE lnfonnation Mallagen\ent Divisi\lll (2137} U.S. Enviromncnlal Protection Agency, 401 M Street, S.W., 

Jean-Pascal Mnrc 
Corporate Product lnnovatioa Director 

OLO 
OLD 

AllgllSI 23, 
2011 
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a 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

rcspo11se lOr rcgistwtion activities and 0.25lloBrs per rcsjJOilSC 

for reading the ins!ruClioo and compleling the necessary forms. Scud comments regarding the burden estimate or any other aspect of this 
the burdCil to Director: OPPE lufonnation Management Divisiou (2!37) U.S. Environmental Protection Agcucy, 401 M Street, S.W., 

Jean-Pascal Marc 
Corporate Product I11110Vatio1t Director 

A11gust 23, 
2011 
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a 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
20460 

respon:;e lOr rcgistratiou activities ami 0.25 hours per rcspouse 
"iustmction ami mn1plctiug tho HCCC>S<Iry fornL~. Scud cnmments regarding the burllen estimate or auy other aspect ufthis 
Director: OPPE lulUnnatiuu Muuagcmcut Divisio11 (2137) U.S. EuvironnlCiltal Protcctiou Agcucy, 40 I M Strt.-'l:t, S.W., 

OLD 

PAY 

Jean-Pascal Marc 2011 

Corporate ProdliCl" Innovation Director 

* l"ursuaut to40 CF"R 152.96 (e), Virbae hereby certifies lliat Virbac has no h•1sis tu believe that this rc;Juirenlcnl is nut a {]ata gaJI and, furlllcr, thnl Virbac has sent by ccrtilicll mnil tu :Ill ClllnJlanics 
011 the cunent EPA Dnta Submitters List for liprunil a letter requesting that lhc colnJwny idcutif~', within 60 days of rcccillt, any valill stully Ill at would fulfill this llata reiJllircmcnt. Once this 60-llay 
period cxp"n·es, Virbac will updllte the Agency us tu the informatiou, if ~ny, Vi1"bac receives in response lu Ill is "llata gap" letter. 
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